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PUBLIC HEALTH DEPARTMENT|[641]

Rules of divisions under this department “umbrella” include Substance Abuse[643], Professional Licensure[645], Dental
Examiners[650], Medical Examiners[653], Nursing Board[655] and Pharmacy Examiners[657]

CHAPTER 1
REPORTABLE DISEASES, POISONINGS AND CONDITIONS, AND
QUARANTINE AND ISOLATION
1.1(139A) Definitions
1.2(139A) Purpose and authority

REPORTABLE COMMUNICABLE AND INFECTIOUS DISEASES
1.3(139A,141A)  Reportable communicable and infectious diseases
1.4(135,139A) Reporting of reportable communicable and infectious diseases

REPORTABLE POISONINGS AND CONDITIONS—NONCOMMUNICABLE
1.5(139A,135) Reportable poisonings and conditions
1.6(135,139A) Reporting poisonings and conditions

INVESTIGATION
1.7(135,139A) Investigation of reportable diseases

ISOLATION AND QUARANTINE

1.8(139A) Isolation and quarantine
1.9(135,139A) Quarantine and isolation
1.10 and 1.11 Reserved

1.12(135,137,139A) Quarantine and isolation—model rule for local boards
1.13(135,139A)  Area quarantine

SPECIFIC NONCOMMUNICABLE CONDITIONS

1.14(139A) Cancer
1.15(144) Congenital and inherited disorders
1.16(139A) Agriculturally related injury
CONFIDENTIALITY
1.17(139A,22) Confidentiality
CHAPTER 2

HEPATITIS PROGRAMS

VIRAL HEPATITIS PROGRAM—VACCINATIONS AND TESTING

2.1(135) Definitions
2.2(135) Purpose
2.3(135) Exposure risks for hepatitis C virus
2.4(135) Information for public distribution
2.5(135) Hepatitis vaccination and testing program
2.6 t0 2.8 Reserved

HEPATITIS C AWARENESS PROGRAM—VETERANS
2.9(135) Definitions
2.10(135) Purpose
2.11(135) Awareness materials
2.12(135) Awareness information

2.13(135) Resources for hepatitis follow-up and treatment
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CHAPTER 3
EARLY HEARING DETECTION AND INTERVENTION

EARLY HEARING DETECTION AND INTERVENTION (EHDI) PROGRAM

3.1(135) Definitions

3.2(135) Purpose

3.3(135) Goal and outcomes

3.4(135) Program components

3.5(135) Screening the hearing of all newborns

3.6(135) Procedures required of birthing hospitals

3.7(135) Procedures required of birth centers

3.8(135) Procedures to ensure that children born in locations other than a birth center or
birthing hospital receive a hearing screening

3.9(135) Reporting hearing screening results and information to the department

3.10(135) Conducting and reporting screening results and diagnostic audiologic assessments
to the department

3.11(135) Sharing of information and confidentiality

3.12 Reserved

3.13(135) Procedure to accommodate parental objection

3.14(135) Civil/criminal liability

3.15and 3.16 Reserved

HEARING AIDS AND AUDIOLOGIC SERVICES FUNDING PROGRAM
3.17(83GA,HF811) Eligibility criteria
3.18(83GA,HF811) Covered services
3.19(83GA,HF811) Application procedures
3.20(83GA,HF811) Hearing aids and audiologic services funding wait list
3.21(83GA,HF811) Reimbursement of providers
3.22(83GA,HF811) Appeals

CHAPTER 4
CENTER FOR CONGENITAL AND INHERITED DISORDERS
4.1(136A) Program explanation
4.2(136A) Definitions
4.3(136A) Iowa neonatal metabolic screening program (INMSP)
4.4(136A) Iowa maternal prenatal screening program (IMPSP)
4.5(136A) Regional genetic consultation service (RGCS)
4.6(136A) Neuromuscular and other related genetic disease program (NMP)
4.7(136A) Iowa registry for congenital and inherited disorders (IRCID)
CHAPTER 5
MATERNAL DEATHS
5.1(135) Reporting of maternal deaths
5.2(135) Ascertainment of maternal deaths
5.3(135) Reviewing of maternal deaths
CHAPTER 6

Reserved
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CHAPTER 7

IMMUNIZATION AND IMMUNIZATION EDUCATION: PERSONS ATTENDING ELEMENTARY
OR SECONDARY SCHOOLS, LICENSED CHILD CARE CENTERS OR INSTITUTIONS OF

7.1(139A)
7.2(139A)
7.3(139A)
7.4(139A)
7.5(139A)
7.6(139A)
7.7(139A)
7.8(139A)
7.9(139A)
7.10(139A)
7.11(22)
7.12(22)

9.1(135)
9.2(135)
9.3(135)
9.4(135)
9.5(135)
9.6(135)

9.7(135)

9.8(135)

9.9(135)

9.10(135)
9.11(135)
9.12(135)
9.13(135)
9.14(135)

11.1 to 11.15

HIGHER EDUCATION
Definitions
Persons included
Persons excluded
Required immunizations
Required education
Proof of immunization
Provisional enrollment
Records and reporting
Providing immunization services
Compliance
Iowa’s immunization registry
Release of immunization information

CHAPTER 8
Reserved
CHAPTER 9
OUTPATIENT DIABETES EDUCATION PROGRAMS
Scope
Definitions

Powers and duties

Application procedures for American Diabetes Association-recognized and
American Association of Diabetes Educators-accredited programs

Renewal procedures for American Diabetes Association-recognized and American
Association of Diabetes Educators-accredited programs

Application procedures for programs not recognized by the American Diabetes
Association or accredited by the American Association of Diabetes Educators

Diabetes program management for programs not recognized by the American
Diabetes Association or accredited by the American Association of Diabetes
Educators

Program staff for programs not recognized by the American Diabetes Association
or accredited by the American Association of Diabetes Educators

Renewal application procedures for programs not recognized by the American
Diabetes Association or accredited by the American Association of Diabetes
Educators

Annual report

Enforcement
Complaints
Appeal process
Formal contest

CHAPTER 10

Reserved

CHAPTER 11

ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)
FINANCIAL ASSISTANCE

TO ELIGIBLE HIV-INFECTED PATIENTS
Reserved
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11.16(141)
11.17(141)
11.18(141)
11.19(141)
11.20
11.21(141)
11.22(141)
11.23(141)
11.24(141)
11.25(141)
11.26(141)
11.27(141)
11.28(141)
11.29(141)
11.30(141)
11.31(141)
11.32 to 11.34

11.35(141)
11.36 to 11.39

11.40(141)
11.41 to 11.44

11.45(139B,141)
11.46(139B,141)
11.47(139B,141)
11.48(139B,141)
11.49(139B,141)
11.50(139B,141)
11.51(139B,141)
11.52(139B,141)
11.53(139B,141)
11.54 to 11.69

11.70(709B)
11.71(709B)
11.72(709B)
11.73(709B)
11.74(709B)
11.75 to 11.79

11.80(126)
11.81(126)
11.82(126)
11.83(126)
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CERTIFICATION OF LABORATORIES
FOR HIV TESTING

Purpose

Definitions

Responsibilities of the department

Initial application and certification requirements

Reserved

Renewal of laboratory certification

Reinstatement of certification

Application fees and inspection costs

Requirements for laboratory personnel

Laboratory procedures and procedure manual requirements
Notification of certain changes during a certification period
Testing methodologies and confirmation of positive test results
Record maintenance and documentation of the testing process
Reporting of test results to the department

Complaints or noncompliance

Adverse actions and the appeal process

Reserved

TRAINING PROGRAMS
Purpose
Reserved

DIRECT NOTIFICATION OF AN IDENTIFIABLE THIRD PARTY

Purpose
Reserved
EMERGENCY CARE PROVIDERS
EXPOSED TO CONTAGIOUS OR
INFECTIOUS DISEASES
Purpose
Definitions

General provisions

Contagious or infectious diseases, not including HIV—hospitals

Contagious or infectious diseases, not including HIV—health care providers

HIV infection—hospitals

HIV infection—health care providers

Immunity

Confidentiality

Reserved
HIV-RELATED TEST FOR CONVICTED OR ALLEGED
SEXUAL-ASSAULT OFFENDERS AND THE VICTIMS

Purpose

Definitions

HIV test—convicted or alleged sexual assault offender

Medical examination costs

Testing, reporting, and counseling—penalties

Reserved

HIV HOME COLLECTION
Purpose
Definitions
HIV home testing kit
HIV home collection kit
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11.84(141A)
11.85(141A)
11.86(141A)
11.87(141A)
11.88(141A)
11.89(141A)
11.90(141A)
11.91(141A)

12.1(730)
12.2(730)
12.3(730)
12.4(730)
12.5(730)

12.6(730)

12.7(730)

12.8(730)

12.9(730)

12.10(730)
12.11(730)
12.12(730)
12.13(730)
12.14(730)
12.15(730)
12.16(730)
12.17(730)
12.18(730)
12.19(730)
12.20(730)
12.21(730)

14.1(714)
14.2(714)
14.3(714)
14.4(714)
14.5(714)
14.6(714)
14.7(714)
14.8(714)
14.9(714)
14.10(714)
14.11(714)
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AIDS DRUG ASSISTANCE PROGRAM (ADAP)
Definitions
Purpose
Eligibility requirements
Enrollment process
Distribution requirements
ADAP waiting list
Appeals
Confidentiality

CHAPTER 12
APPROVAL OF CONFIRMATORY LABORATORIES FOR
PRIVATE SECTOR DRUG-FREE WORKPLACE TESTING
Purpose
Definitions
Powers and duties
Application procedures and requirements
Requirements of laboratory personnel involved in confirmatory testing for alcohol
or other drugs, or their metabolites
Quality assurance program and procedure manual requirements
Analytical quality control
Sample security and confidentiality of test results
Confirmatory testing
Documentation of the confirmatory testing process
Reporting of confirmed positive test results to the medical review officer
Reporting requirements to department
Approval, renewal, and inspection fees
Renewal
Reciprocity
Changes during approval periods
Enforcement
Denial, suspension, modification or revocation of approval
Restoration of approval

Appeals process
Complaints

CHAPTER 13

Reserved
CHAPTER 14
WATER TREATMENT SYSTEMS

Purpose
Applicability
Definitions

Performance testing

Third-party testing agencies

Registration

Label and manufacturer’s performance data sheet
Consumer information pamphlet

Sales of water treatment systems

Treatment of records

Penalties
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CHAPTER 15
SWIMMING POOLS AND SPAS
15.1(1351) Applicability
15.2(1351) Scope
15.3(1351) Definitions and abbreviations
SWIMMING POOLS
15.4(1351) Swimming pool operations
15.5(1351) Construction and reconstruction
ADMINISTRATION
15.6(1351) Enforcement
15.7(135I) Variances
15.8(1351) Penalties
15.9(1351) Registration
15.10(1351) Training courses
15.11(1351) Swimming pool/spa operator qualifications
15.12(1351) Fees
15.13(1351) 28E agreements
15.14(135]1) Application denial or partial denial—appeal
15.15 to 15.50 Reserved
SPAS
15.51(1350) Spa operations
15.52(1351) Construction and reconstruction
CHAPTERS 16 to 19
Reserved
CHAPTER 20
COMMUNITY WATER FLUORIDATION GRANT PROGRAM

20.1(135) Purpose
20.2(135) Definitions
20.3(135) Applications
20.4(135) Review and rating of applications
20.5(135) Project contracts
20.6(135) Implementation procedures
20.7(135) Reimbursement
20.8(135) Termination
20.9(135) Appeals

CHAPTER 21

CENTRAL REGISTRY FOR
BRAIN AND SPINAL CORD INJURIES

21.1(135) Purpose

21.2(135) Definitions

21.3(135) Reportable injuries

21.4(135) Who reports and under what circumstances
21.5(135) Method and frequency of reporting
21.6(135) Confidentiality

21.7(135) Quality assurance
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CHAPTER 22
PRACTICE OF TATTOOING
22.1(135) Purpose
22.2(135) Definitions
22.3(135) General provisions
22.4(135) Sanitation and infection control
22.5(135) Equipment
22.6(135) Procedures
22.7(135) Permit issuance and renewal
22.8(135) Establishment permit requirements
22.9(135) Tattoo artist permit requirements
22.10(135) Temporary establishment permit requirements
22.11(135) Mobile unit permit requirements
22.12(135) Agreements
22.13(135) Inspection requirements
22.14(135) Tattoo inspector qualifications
22.15(135) Client records
22.16(135) Enforcement
22.17(135) Adverse actions and the appeal process
CHAPTER 23
Reserved
CHAPTER 24

PRIVATE WELL TESTING, RECONSTRUCTION, AND
PLUGGING—GRANTS TO COUNTIES

24.1(135) Applicability
24.2(135) Definitions
24.3(135) Eligibility
24.4(135) Goal and objectives
24.5(135) Eligible grant costs
24.6(135) Ineligible grant costs
24.7(135) Performance requirements
24.8(135) Contents of grant application
24.9(135) Grant application submission
24.10(135) Multicounty grant applications
24.11(135) Grant period
24.12(135) Record keeping and retention
24.13(135) Grant amendments
24.14(135) Termination or forfeiture of grant funds
CHAPTER 25
STATE PLUMBING CODE
25.1(105) Adoption
25.2(105) Applicability
25.3(105) Fuel gas piping
25.4(105) Amendments to the Uniform Plumbing Code
25.5(105) Backflow prevention with containment
CHAPTER 26
BACKFLOW PREVENTION ASSEMBLY TESTER REGISTRATION
26.1(135K) Applicability

26.2(135K) Definitions
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26.3(135K) Registration required
26.4(135K) Backflow prevention assembly tester training
26.5(135K) Registration
26.6(135K) Standards of conduct
26.7(135K) Penalty
26.8(135K) Denial, suspension or revocation
CHAPTER 27
PLUMBING AND MECHANICAL SYSTEMS BOARD—ADMINISTRATIVE AND
REGULATORY AUTHORITY

27.1(17A,105) Definitions
27.2(17A,105,83GA,ch151) Purpose of board
27.3(17A,105) Organization of board and proceedings
27.4(17A,105) Official communications
27.5(17A,105) Office hours

27.6(21) Public meetings
CHAPTER 28
PLUMBING AND MECHANICAL SYSTEMS BOARD—LICENSURE FEES
28.1(105) Fees
28.2(105) Annual review of fee schedule
CHAPTER 29

PLUMBING AND MECHANICAL SYSTEMS BOARD—
APPLICATION, LICENSURE, AND EXAMINATION

29.1(105) Definitions

29.2(105) Available licenses and general requirements

29.3(105) Medical gas piping certification

29.4(105) Minimum qualifications for licensure

29.5(105) General requirements for application for licensure
29.6(105) Examination

29.7(105) License renewal

29.8(83GA,HF2531)  Master license—exception through September 30, 2010
29.9(105) Waiver from examination for military service

CHAPTER 30
CONTINUING EDUCATION FOR PLUMBING AND
MECHANICAL SYSTEMS PROFESSIONALS

30.1(105) Definitions
30.2(105) Continuing education requirements
30.3(105) Continuing education programs/activities
30.4(105) Course instructor(s)
30.5(105) Audit of continuing education requirements
30.6(105) Continuing education exemptions
30.7(105) Continuing education extensions
30.8(105) Continuing education reporting requirements
CHAPTER 31
PLUMBING AND MECHANICAL SYSTEMS BOARD—WAIVERS OR VARIANCES FROM
ADMINISTRATIVE RULES

31.1(17A,105,272C)  Definitions
31.2(17A,105,272C) Scope of chapter
31.3(17A,105,272C)  Applicability of chapter
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31.4(17A,105,272C)  Criteria for waiver or variance
31.5(17A,105,272C)  Filing of petition
31.6(17A,105,272C) Content of petition
31.7(17A,105,272C)  Additional information
31.8(17A,105,272C)  Notice
31.9(17A,105,272C)  Hearing procedures
31.10(17A,105,272C)  Ruling
31.11(17A,105,272C)  Public availability
31.12(17A,105,272C)  Summary reports
31.13(17A,105,272C)  Cancellation of a waiver
31.14(17A,105,272C)  Violations
31.15(17A,105,272C)  Defense
31.16(17A,105,272C)  Judicial review

CHAPTER 32
PLUMBING AND MECHANICAL SYSTEMS BOARD—LICENSEE DISCIPLINE
32.1(105,272C) Definitions
32.2(105,272C) Grounds for discipline
32.3(105,272C)  Method of discipline
32.4(272C) Discretion of board
32.5(105) Civil penalties

CHAPTER 33
PLUMBING AND MECHANICAL SYSTEMS BOARD—CONTESTED CASES
33.1(17A,105,272C)  Scope and applicability
33.2(17A,105,272C) Definitions
33.3(17A) Time requirements
33.4(17A,272C)  Probable cause
33.5(17A,272C)  Informal settlement

33.6(17A) Statement of charges

33.7(17A) Requests for contested case proceeding
33.8(105) Legal representation
33.9(17A,105,272C)  Presiding officer in a disciplinary contested case
33.10(17A) Presiding officer in a nondisciplinary contested case
33.11(17A) Disqualification

33.12(17A) Consolidation—severance

33.13(17A) Pleadings

33.14(17A) Service and filing

33.15(17A) Discovery

33.16(17A,272C) Subpoenas in a contested case
33.17(17A) Motions

33.18(17A) Withdrawals

33.19(17A) Intervention

33.20(17A) Telephone proceedings

33.21(17A) Prehearing conferences

33.22(17A) Continuances

33.23(272C) Settlement agreements

33.24(17A) Hearing procedures

33.25(17A) Evidence

33.26(17A) Default

33.27(17A) Ex parte communication

33.28(17A) Recording costs
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33.29(17A) Interlocutory appeals
33.30(17A,272C) Decisions
33.31(17A,272C) Client notification
33.32(17A,272C)  Application for rehearing

33.33(17A) Stays of board actions
33.34(17A) No factual dispute contested cases
33.35(17A) Emergency adjudicative proceedings

33.36(17A,105,272C)  License denial

33.37(17A,105,272C)  Denial of application to renew license
33.38(105,272C)  Recovery of hearing fees and expenses
33.39(17A) Judicial review

33.40(17A,272C) Reinstatement

CHAPTER 34
PLUMBING AND MECHANICAL SYSTEMS BOARD—COMPLAINTS AND INVESTIGATIONS
34.1(2720) Complaints
34.2(2720) Report of malpractice claims or actions or disciplinary actions
34.3(272C) Report of acts or omissions
34.4(2720) Investigation of complaints or reports
34.5(17A,272C)  Issuance of investigatory subpoenas
34.6(272C) Peer review committees
34.7(17A) Appearance
CHAPTER 35

PLUMBING AND MECHANICAL SYSTEMS BOARD—LICENSURE OF NONRESIDENT
APPLICANT—RECIPROCITY

35.1(105) Definition
35.2(105) Reciprocity agreements
35.3(105) Application by reciprocity
CHAPTER 36
PLUMBING AND MECHANICAL SYSTEMS BOARD—PETITIONS FOR RULE MAKING
36.1(17A) Petition for rule making
36.3(17A) Inquiries
CHAPTER 37

BREAST AND CERVICAL CANCER
EARLY DETECTION PROGRAM

37.1(135) Definitions

37.2(135) Components of the IA BCCEDP

37.3(135) Client eligibility criteria

37.4(135) Client application procedures for IA BCCEDP services

37.5(135) Priority for program expenditures

37.6(135) Right to appeal

37.7(135) Verification for breast or cervical cancer treatment (BCCT) option of Medicaid

CHAPTER 38
GENERAL PROVISIONS FOR RADIATION MACHINES
AND RADIOACTIVE MATERIALS

38.1(136C) Purpose and scope
38.2(136C) Definitions
38.3(136C) Exemptions from the regulatory requirements

38.4(136C) General regulatory requirements
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38.5
38.6(136C)
38.7(136C)
38.8(136C)
38.9(136C)
38.10(136C)

REGISTRATION OF RADIATION MACHINE FACILITIES, LICENSURE OF RADIOACTIVE

Public Health[641]

Reserved

Prohibited uses

Communications

Fees

Administrative enforcement actions
Deliberate misconduct

CHAPTER 39

MATERIALS AND TRANSPORTATION OF RADIOACTIVE MATERIALS

39.1(136C)
39.2(136C)
39.3(136C)

39.4(136C)
39.5(136C)

40.1(136C)
40.2(136C)
40.3(136C)
40.4 to 40.9

40.10(136C)

40.11 to 40.14

40.15(136C)
40.16(136C)
40.17(136C)
40.18(136C)
40.19(136C)
40.20(136C)
40.21(136C)
40.22(136C)

40.23 to 40.25

40.26(136C)
40.27(136C)

40.28(136C)
40.29(136C)
40.30(136C)
40.31(136C)

40.32(136C)

40.33 to 40.35

Purpose and scope
Definitions

Requirements for registration of X-ray and other electronic machines that produce

radiation
Requirements for licensing of radioactive materials
Transportation of radioactive material

CHAPTER 40
STANDARDS FOR PROTECTION AGAINST RADIATION

GENERAL PROVISIONS
Purpose and scope
Definitions
Implementation
Reserved

RADIATION PROTECTION PROGRAMS
Radiation protection programs
Reserved

OCCUPATIONAL DOSE LIMITS
Occupational dose limits for adults
Compliance with requirements for summation of external and internal doses
Determination of external dose from airborne radioactive material
Determination of internal exposure
Determination of prior occupational dose
Planned special exposures
Occupational dose limits for minors
Dose equivalent to an embryo/fetus
Reserved

RADIATION DOSE LIMITS FOR INDIVIDUAL MEMBERS OF THE PUBLIC
Dose limits for individual members of the public
Compliance with dose limits for individual members of the public

RADIOLOGICAL CRITERIA FOR LICENSE TERMINATION
Radiological criteria for license termination
Radiological criteria for unrestricted use
Criteria for license termination under restricted conditions
Alternate criteria for license termination

TESTING FOR LEAKAGE OR CONTAMINATION OF SEALED SOURCES
Testing for leakage or contamination of sealed sources
Reserved
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40.36(136C)
40.37(136C)

40.38 to0 40.41

40.42(136C)
40.43(136C)
40.44(136C)
40.45 to 40.47

40.48(136C)
40.49(136C)
40.50(136C)
40.51 to 40.53

40.54(136C)
40.55(136C)
40.56(136C)
40.57 to 40.59

40.60(136C)
40.61(136C)
40.62(136C)
40.63(136C)
40.64(136C)
40.65(136C)
40.66 to 40.69

40.70(136C)
40.71(136C)
40.72(136C)
40.73(136C)
40.74(136C)
40.75(136C)
40.76(136C)
40.77(136C)

40.78 and 40.79

40.80(136C)
40.81(136C)
40.82(136C)
40.83(136C)
40.84(136C)
40.85(136C)
40.86(136C)
40.87(136C)
40.88(136C)
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SURVEYS AND MONITORING
Surveys and monitoring—general
Conditions requiring individual monitoring of external and internal occupational
dose
Reserved

CONTROL OF EXPOSURE FROM EXTERNAL SOURCES IN RESTRICTED AREAS

Control of access to high radiation areas
Control of access to very high radiation areas
Control of access to very high radiation areas—irradiators
Reserved

RESPIRATORY PROTECTION AND CONTROLS TO RESTRICT

INTERNAL EXPOSURE IN RESTRICTED AREAS
Use of process or other engineering controls
Use of other controls
Use of individual respiratory protection equipment
Reserved
STORAGE AND CONTROL OF LICENSED OR REGISTERED
SOURCES OF RADIATION

Security and control of licensed radioactive material in quantities of concern
Security and control of licensed or registered sources of radiation
Control of sources of radiation not in storage
Reserved

PRECAUTIONARY PROCEDURES
Caution signs
Posting requirements
Exceptions to posting requirements
Labeling containers and radiation machines
Exemptions to labeling requirements
Procedures for receiving and opening packages
Reserved

WASTE DISPOSAL
General requirements
Method for obtaining approval of proposed disposal procedures
Disposal by release into sanitary sewerage
Treatment or disposal by incineration
Disposal of specific wastes
Transfer for disposal and manifests
Compliance with environmental and health protection regulations
Disposal of certain by-product material
Reserved

RECORDS
General provisions
Records of radiation protection programs
Records of surveys
Records of tests for leakage or contamination of sealed sources
Records of prior occupational dose
Records of planned special exposures
Records of individual monitoring results
Records of dose to individual members of the public
Records of waste disposal
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40.89(136C)
40.90(136C)
40.91 to 40.94

40.95(136C)
40.96(136C)
40.97(136C)

40.98(136C)
40.99(136C)
40.100(136C)
40.101(136C)
40.102(136C)

40.103 and 40.104

40.105(136C)

40.106 to 40.109

40.110(136C)
40.111(136C)
40.112(136C)
40.113(136C)

40.114(136C)
40.115(136C)
40.116(136C)
40.117(136C)

41.1(136C)
41.2(136C)
41.3(136C)
41.4 and 41.5
41.6(136C)
41.7(136C)
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Records of testing entry control devices for very high radiation areas
Form of records
Reserved

REPORTS
Reports of stolen, lost, or missing licensed or registered sources of radiation
Notification of incidents
Reports of exposures, radiation levels, and concentrations of radioactive material
exceeding the constraints or limits
Reports of planned special exposures
Reports of transactions involving nationally tracked sources
Reports of individual monitoring
Notifications and reports to individuals
Reports of leaking or contaminated sealed sources
Reserved

ADDITIONAL REQUIREMENTS
Vacating premises
Reserved

NOTICES, INSTRUCTIONS, AND REPORTS TO WORKERS; INSPECTIONS

Posting of notices to workers

Instructions to workers

Notifications and reports to individuals

Presence of representatives of licensees or registrants and workers during
inspection

Consultation with workers during inspections

Requests by workers for inspections

Inspections not warranted—informal review

Employee protection

CHAPTER 41
SAFETY REQUIREMENTS FOR THE USE OF
RADIATION MACHINES AND CERTAIN USES
OF RADIOACTIVE MATERIALS
X-rays in the healing arts
Use of radionuclides in the healing arts
Therapeutic use of radiation machines
Reserved
X-ray machines used for screening and diagnostic mammography
X-ray machines used for stereotactically guided breast biopsy

CHAPTER 42

MINIMUM CERTIFICATION STANDARDS FOR DIAGNOSTIC RADIOGRAPHERS,
NUCLEAR MEDICINE TECHNOLOGISTS, AND RADIATION THERAPISTS

42.1(136C)
42.2(136C)
42.3(136C)
42.4(136C)
42.5(136C)
42.6(136C)
42.7(136C)

Purpose and scope

General requirements

Specific requirements for diagnostic radiographers
Specific requirements for nuclear medicine technologists
Specific requirements for radiation therapists

Specific eligibility requirements for radiologist assistant
Specific requirements for podiatric radiographers
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43.1(136B)
43.2(136B)
43.3(136B)
43.4(136B)
43.5(136B)
43.6(136B)
43.7(136B)
43.8(136B)
43.9(136B)
43.10(136B)
43.11(136B)

44.1(136B)
44.2(136B)
44.3(136B)
44.4(136B)
44.5(136B)
44.6(136B)
44.7(136B)
44.8(136B)
44.9(136B)
44.10(136B)

45.1(136C)
45.2(136C)

45.3(136C)

45.4(136C)
45.5(136C)
45.6(136C)

46.1(136D)
46.2(136D)
46.3(136D)
46.4(136D)
46.5(136D)
46.6(136D)
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CHAPTER 43

MINIMUM REQUIREMENTS FOR RADON TESTING AND ANALYSIS

Purpose and scope

Definitions

General provisions

Application for certification
Revocation of certification
Reporting requirements

Training and continuing education programs
Exemptions

Enforcement

Penalties

Persons exempted from certification

CHAPTER 44
MINIMUM REQUIREMENTS FOR RADON MITIGATION
Purpose and scope
Definitions
General provisions
Application for credentialing
Revocation of credentialing
Additional record-keeping requirements
Continuing education
Exemptions
Enforcement
Penalties

CHAPTER 45

RADIATION SAFETY REQUIREMENTS FOR INDUSTRIAL

RADIOGRAPHIC OPERATIONS

General requirements for industrial radiography operations

Radiation safety requirements for the use of radiation machines in industrial
radiography

Radiation safety requirements for use of sealed sources of radiation in industrial
radiography

Radiation safety requirements for the use of particle accelerators for nonhuman use

Radiation safety requirements for analytical X-ray equipment

Radiation safety requirements for well-logging, wireline service operations and
subsurface tracer studies

CHAPTER 46
MINIMUM REQUIREMENTS FOR TANNING FACILITIES
Purpose and scope
Definitions
Exemptions
Permits and fees
Construction and operation of tanning facilities
Inspections, violations and injunctions

CHAPTERS 47 to 49
Reserved
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50.1(135)
50.2(135)
50.3(135)
50.4(135)
50.5(135)

51.1(135)
51.2(135)
51.3(135)
51.4(135)
51.5(135)
51.6(135)
51.7(135)
51.8(135)
51.9(135)
51.10(135)
51.11(135)
51.12(135)
51.13(135)
51.14(135)
51.15(135)
51.16(135)

55.1(135)
55.2(135)
55.3(135)
55.4(135)
55.5(135)
55.6(135)

56.1(135)
56.2(135)
56.3(135)
56.4(135)
56.5(135)
56.6(135)
56.7(135)
56.8(135)
56.9(135)
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CHAPTER 50
ORAL HEALTH
Purpose
Definitions
Dental director responsibilities
Oral health bureau functions

Funding
CHAPTER 51
DENTAL SCREENING
Purpose
Definitions

Persons included

Persons excluded

Dental screening components
Dental screening providers

Time line for valid dental screening
Proof of dental screening

Dental screening documentation
Assuring dental screening services
Records

Reporting

Iowa’s dental screening database
Release of dental screening information
Referral requirements

Provider training

CHAPTERS 52 to 54
Reserved

CHAPTER 55

ADVISORY COUNCIL ON HEAD INJURIES
Council established
Meetings
Task forces
Minutes
Duties of the council
Conflict of interest

CHAPTER 56
BRAIN INJURY SERVICES PROGRAM

Definitions
Purpose
Waiver-eligible component
Cost-share component
Application process
Service providers and reimbursement
Available services/service plan
Redetermination
Appeal rights

CHAPTERS 57 to 66
Reserved
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67.1(135)
67.2(135)
67.3(135)
67.4(135)
67.5(135)
67.6(135)
67.7(135)
67.8(135)
67.9(135)
67.10(135)
67.11(135)

68.1(135)
68.2(135)
68.3(135)
68.4(135)
68.5(135)
68.6(135)
68.7(135)
68.8(135)
68.9(135)
68.10(135)
68.11(135)

69.1(135)
69.2(135)
69.3(135)
69.4(135)
69.5(135)
69.6(135)
69.7(135)
69.8(135)
69.9(135)
69.10(135)
69.11(135)
69.12(135)
69.13(135)
69.14(135)
69.15(135)

70.1(135)
70.2(135)
70.3(135)
70.4(135)
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CHAPTER 67
BLOOD LEAD TESTING
Purpose
Definitions

Persons included

Persons excluded

Blood lead testing requirement

Time line for valid blood lead testing
Proof of blood lead testing

Referral requirements

Blood lead testing documentation
Records

Provider training

CHAPTER 68
CONTROL OF LEAD-BASED PAINT HAZARDS
Applicability
Definitions

Elevated blood lead (EBL) inspections required
Refusal of admittance

Lead hazard reduction required

Retaliation prohibited

Enforcement

Hearings

Variances

Injunction

Effective date

CHAPTER 69
RENOVATION, REMODELING, AND REPAINTING—
LEAD HAZARD NOTIFICATION PROCESS
Applicability
Definitions
Notification required in target housing
Notification required in multifamily housing
Emergency renovation, remodeling, or repainting in target housing
Certification of attempted delivery in target housing
Notification required in child-occupied facilities
Emergency renovation, remodeling, or repainting in child-occupied facilities
Certification of attempted delivery for child-occupied facilities
Subcontracts
Exemption
Record-keeping requirements
Compliance inspections

Enforcement
Waivers
CHAPTER 70
LEAD-BASED PAINT ACTIVITIES
Applicability
Definitions

Lead professional certification
Course approval and standards
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70.5(135)
70.6(135)

70.7(135)
70.8
70.9(135)
70.10(135)

70.11(135)
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Certification, interim certification, and recertification

Work practice standards for lead professionals conducting lead-based paint
activities in target housing and child-occupied facilities

Firms

Reserved

Compliance inspections

Denial, suspension, or revocation of certification; denial, suspension, revocation,
or modification of course approval; and imposition of penalties

Waivers

CHAPTER 71

EMERGENCY INFORMATION SYSTEM ON PESTICIDES FOR USE BY HEALTH CARE

71.1(139A)
71.2(139A)
71.3(139A)

72.1(135)
72.2(135)
72.3(135)
72.4(135)

73.1(135)
73.2(135)
73.3(135)
73.4(135)
73.5(135)
73.6(135)
73.7(135)
73.8(135)
73.9(135)
73.10(135)
73.11(135)
73.12(135)
73.13(135)
73.14(135)
73.15(135)
73.16(135)
73.17(135)
73.18(135)
73.19(135)
73.20(135)
73.21(135)
73.22(135)
73.23(135)
73.24(135)

PROVIDERS DURING MEDICAL EMERGENCIES
Scope
Definitions
Operation of EIS

CHAPTER 72
CHILDHOOD LEAD POISONING
PREVENTION PROGRAM
Definitions
Approved programs
Level of funding
Appeals

CHAPTER 73
SPECIAL SUPPLEMENTAL NUTRITION PROGRAM
FOR WOMEN, INFANTS, AND CHILDREN (WIC)
Program explanation
Adoption by reference
Availability of rules
Certain rules exempted from public participation
Definitions
Staffing of contract agencies
Certification of participants
Food delivery
Food package
Education
Health services
Appeals and fair hearings—Tlocal agencies and vendors
Right to appeal—participant
State monitoring of contract agencies
Migrant services
Civil rights
Audits
Reporting
Program violation
Data processing
Outreach
Caseload management
Grant application procedures for contract agencies
Participant rights
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74.1(135)
74.2(135)
74.3(135)
74.4(135)
74.5(135)
74.6(135)
74.7(135)
74.8(135)
74.9(135)
74.10(135)
74.11(135)
74.12(135)

75.1(255A)
75.2(255A)
75.3(255A)
75.4(255A)
75.5(255A)
75.6(255A)
75.7(255A)
75.8(255A)

76.1(135)
76.2(135)
76.3(135)
76.4(135)
76.5(135)
76.6(135)
76.7(135)
76.8(135)
76.9(135)
76.10(135)
76.11(135)
76.12(135)
76.13(135)
76.14(135)
76.15
76.16(135)
76.17(135)

77.1(137)
77.2(137)
77.3(137)
77.4(137)
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CHAPTER 74

FAMILY PLANNING SERVICES
Program explanation
Adoption by reference
Rule coverage
Definitions
Grant application procedures for contract agencies
Funding levels for contract agencies
Agency performance
Reporting
Fiscal management
Audits
Denial, suspension, revocation, or reduction of contracts with contract agencies
Right to appeal—contract agency

CHAPTER 75
STATEWIDE OBSTETRICAL AND
NEWBORN INDIGENT PATIENT CARE PROGRAM
Definitions
Covered services
Quota assignment
Eligibility criteria
Application procedures
Reimbursement of providers
Reassignment of county quotas
Appeals and fair hearings

CHAPTER 76

MATERNAL AND CHILD HEALTH PROGRAM
Program explanation
Adoption by reference
Rule coverage
Definitions
MCH services
Client eligibility criteria
Client application procedures for MCH services
Right to appeal—client
Grant application procedures for community-based contract agencies
Funding levels for community-based contract agencies
Contract agency performance
Reporting
Fiscal management
Audits
Reserved
Denial, suspension, revocation or reduction of contracts with contract agencies
Right to appeal—contract agency

CHAPTER 77
LOCAL BOARDS OF HEALTH
Purpose of local boards of health
Definitions
Roles and responsibilities of local boards of health
Organization of local boards of health
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77.5(137) Operating procedures of local boards of health
77.6(137) Expenses of board of health members

CHAPTER 78

DISTRICT HEALTH DEPARTMENTS

78.1(137) Minimum standards for district health departments
78.2(137) Preparation of district health department plan
78.3(137) Approval of district health departments
78.4(137) Additions to district health departments
78.5(137) Withdrawal from district health departments

CHAPTER 79

Reserved
CHAPTER 80
LOCAL PUBLIC HEALTH SERVICES

80.1(135) Purpose
80.2(135) Definitions
80.3(135) Local public health services state grant
80.4(135) Billing services to the local public health services state grant
80.5(135) Right to appeal
80.6(135) Case management
80.7(135) Local board of health services
80.8(135) Local public health services
80.9(135) Public health nursing services
80.10(135) Home care aide services

CHAPTER 81

GENERAL RULES FOR MIGRATORY LABOR CAMPS

81.1(138) Shelters
81.2(138) Water supply
81.3(138) Waste disposal
81.4(138) Bathing facilities
81.5(138) Central dining facilities
81.6(138) Safety and fire

CHAPTER 82

OFFICE OF MULTICULTURAL HEALTH
82.1(135) Purpose
82.2(135) Definitions
82.3(135) Responsibilities of the office of multicultural health
82.4(135) Advisory council
CHAPTERS 83 and 84
Reserved
CHAPTER 85
LOCAL SUBSTITUTE MEDICAL DECISION-MAKING BOARDS

85.1(135) Purpose
85.2(135) Definitions
85.3(135) Appointment of local boards
85.4(135) Filing an application
85.5(135) Notification of patient and review of application

85.6(135) Panel appointment and procedures
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85.7(135) Panel determination of need for surrogate decision making
85.8(135) Panel determination regarding proposed medical care decision
85.9(135) Right of appeal
85.10(135) Procedure when there is no local board
85.11(135) Records and reports
85.12(135) Liability

CHAPTER 86

PLACES WHERE DEAD HUMAN BODIES ARE PREPARED
FOR BURIAL OR ENTOMBMENT

86.1(156) Purpose
86.2(156) Definitions
86.3(156) Licensing
86.4(156) Public access areas
86.5(156) Preparation room
86.6(156) Crematorium chambers
86.7(156) Inspection fees
CHAPTER 87
HEALTHY FAMILIES IOWA (HFI)
87.1(135) Purpose
87.2(135) Definitions
87.3(135) Applicant eligibility
87.4(135) Participant eligibility
87.5(135) Program requirements
87.6(135) Contractor assurance
87.7(135) Applicant appeal process
87.8(135) Participant right to appeal
CHAPTER 88
VOLUNTEER HEALTH CARE PROVIDER PROGRAM
88.1(135) Purpose
88.2(135) Definitions
88.3(135) Eligibility for the volunteer health care provider program
88.4(135) Sponsor entity and protected clinic
88.5(135) Covered health care services
88.6(135) Defense and indemnification
88.7(135) Term of agreement
88.8(135) Reporting requirements and duties
88.9(135) Revocation of agreement
88.10(135) Procedure for revocation of agreement
88.11(135) Effect of suspension or revocation
88.12(135) Protection denied
88.13(135) Board notice of disciplinary action
88.14(135) Effect of eligibility protection
88.15(135) Reporting by a protected clinic or sponsor entity
CHAPTER 89

DECISION-MAKING ASSISTANCE PROGRAM
AND PARENTAL NOTIFICATION OF INTENT
TO TERMINATE A PREGNANCY THROUGH ABORTION
89.1(135L) Title
89.2(135L) Purpose and scope
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89.3(135L) Definitions
89.4 t0 89.10 Reserved
DECISION-MAKING ASSISTANCE PROGRAM
89.11(135L) Purpose
89.12(135L) Initial appointment of a pregnant minor with a licensed physician from whom an
abortion is sought and certification procedure for the decision-making assistance
program

89.13 to 89.20 Reserved

NOTIFICATION PROCESS

89.21(135L) Notification of parent prior to the performance of abortion on a pregnant minor
89.22(135L) Exceptions to notification of parent
89.23(135L) Physician compliance
89.24 and 89.25  Reserved
89.26(135L) Fraudulent practice

CHAPTER 90

IOWA CHILD DEATH REVIEW TEAM

90.1(135) Purpose
90.2(135) Definitions
90.3(135) Agency
90.4(135) Membership
90.5(135) Officers
90.6(135) Meetings
90.7(135) Expenses of team members
90.8(135) Team responsibilities
90.9(135) Liaisons
90.10(135) Confidentiality and disclosure of information
90.11(135) Immunity and liability

CHAPTER 91

IOWA DOMESTIC ABUSE DEATH REVIEW TEAM

91.1(135) Purpose
91.2(135) Definitions
91.3(135) Agency
91.4(135) Membership
91.5(135) Officers
91.6(135) Meetings
91.7(135) Expenses of team members
91.8(135) Team duties and responsibilities
91.9(135) Liaisons
91.10(135) Confidentiality and disclosure of information
91.11(135) Immunity and liability

CHAPTER 92

IOWA FATALITY REVIEW COMMITTEE

92.1(135) Purpose
92.2(135) Definitions
92.3(135) Committee
92.4(135) Formation of the committee
92.5(135) Committee protocol for review
92.6(135) Content of report

92.7(135) Consultation with county attorney
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92.8(135)
92.9(135)
92.10(135)

93.1(135)
93.2(135)
93.3(135)
93.4(135)
93.5(135)
93.6(135)
93.7(135)

94.1(135)
94.2(135)
94.3(135)
94.4(135)
94.5(135)
94.6(135)

95.1(144)
95.2(144)
95.3(144)
95.4(144)
95.5(144)
95.6
95.7(144)
95.8(144)
95.9(144)
95.10(144)

96.1(144)
96.2(144)
96.3(144)
96.4(144)
96.5(144)
96.6(144)
96.7(144)
96.8(144)

98.1(144)
98.2(144)
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Supplemental report
Confidentiality and disclosure of information
Immunity and liability

CHAPTER 93
ABUSE EDUCATION REVIEW PANEL
Purpose
Panel
Meetings
Duties

Standards for approval of curricula
Process for application review and approval
Process for appeal

CHAPTER 94

CHILD PROTECTION CENTER GRANT PROGRAM
Scope and purpose
Definitions
Goals
Review process
Eligibility and criteria
Appeals

CHAPTER 95
CERTIFICATE OF BIRTH—REGISTRATION FEE
Birth certificates—when filing fee required
Collection
Waivers
Fee deposit
Responsibilities of institutions
Reserved
County registrars
State registrar
Retention
Forms

CHAPTER 96
VITAL RECORDS
Definitions
Specification
Handling
Fees
Additional statistical data
General public accessibility
Direct tangible interest accessibility

County custodians’ responsibility for maintenance of confidentiality

CHAPTER 97
Reserved

CHAPTER 98
FORMS UNIFORM
Forms property of lowa department of public health
Preparation of certificates

IAC 8/10/11
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CHAPTER 99

DELAYED BIRTH, DEATH AND MARRIAGE REGISTRATION
99.1(144) Foundling registration
99.2(144) Birth registration—five days to one year
99.3(144) Delayed birth registration—after one year
99.4(144) Who may file delayed certificate
99.5(144) Delayed certificate to be signed
99.6(144) Facts to be established for delayed registration of birth
99.7(144) Documentary evidence
99.8(144) Abstraction and certification by state registrar
99.9(144) Documents returned
99.10(144) Cancellation after one year
99.11(144) Duties of county registrar
99.12(144) Delayed registration of death records
99.13(144) Delayed registration of marriage records

CHAPTER 100
ESTABLISHMENT OF NEW CERTIFICATES OF BIRTH

100.1(144) Certificates, forms

100.2(144) Data required

100.3(144) Certificate following adoption

100.4(144) Certificate following legitimation

100.5(144) Certificate following determination of paternity
100.6(144) Minimum information required

100.7(144) Original certificate to be sealed

CHAPTER 101
DEATH CERTIFICATION, AUTOPSY AND DISINTERMENT

101.1(144) Report of autopsy findings

101.2(144) Attending physician not available

101.3(144) Hospital or institution may assist in preparation of certificate
101.4(135) Removal of dead body or fetus

101.5(144) Burial-transit permit

101.6(135) Transportation and disposition of dead body or fetus
101.7(135,144) Disinterment permits

101.8(144) Extension of time

CHAPTER 102
CORRECTION AND AMENDMENT OF VITAL RECORDS

102.1(144) Application to amend records

102.2(144) Correction of minor errors within first year
102.3(144) Amendments or major corrections

102.4(144) Correction of same item more than once

102.5(144) Methods of amending certificates

102.6(144) Amendment of birth certificate by paternity affidavit
102.7(144) Change of given names within first year

102.8(144) Addition of given names until seventh birthday
102.9(144) Addition of given name after seventh birthday

102.10(144) Legal change of name

Analysis, p.23
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103.1(144)

104.1(144)
104.2(144)

105.1(144)
105.2(144)
105.3(144)
105.4(144)
105.5(144)
105.6(144)
105.7(144)
105.8(144)

106.1(144)
106.2(144)
106.3(144)
106.4(144)
106.5(144)
106.6(144)
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CHAPTER 103
CONFIDENTIALITY OF RECORDS
Disclosure of data

CHAPTER 104
COPIES OF VITAL RECORDS
Certified copies and verifications
Cancellation of fraudulent records

CHAPTER 105
DECLARATION OF PATERNITY REGISTRY
Definitions
Registry established
Information to be provided
Change of address
Fees
Access to registry information
Revocation
Forms

CHAPTER 106
REPORTING OF TERMINATION OF PREGNANCY
Definitions
Report of termination of pregnancy
Confidentiality of released information
Confidentiality of reports submitted
Provider codes
Unlawful acts—punishment

CHAPTER 107

MUTUAL CONSENT VOLUNTARY ADOPTION REGISTRY

107.1(78GA,HF497)  Definitions
107.2(78GA,HF497)  Eligibility
107.3(78GA,HF497)  Exception
107.4(78GA,HF497)  Application
107.5(78GA,HF497)  Notification
107.6(78GA,HF497)  Withdrawal

107.7(78GA,HF497)  Fees

109.1(135M)
109.2(135M)
109.3(135M)
109.4(135M)
109.5(135M)

109.6(135M)
109.7(135M)
109.8(135M)
109.9(135M)

CHAPTER 108
Reserved

CHAPTER 109

PRESCRIPTION DRUG DONATION REPOSITORY PROGRAM

Definitions

Purpose

Eligibility criteria for program participation by medical facilities and pharmacies

Standards and procedures for accepting donated prescription drugs and supplies

Standards and procedures for inspecting and storing donated prescription drugs
and supplies

Standards and procedures for dispensing donated prescription drugs and supplies

Eligibility criteria for individuals to receive donated prescription drugs and supplies

Forms and record keeping

Handling fee
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109.10(135M) List of drugs and supplies program will accept

109.11(135M) Exemption from disciplinary action, civil liability and criminal prosecution
109.12 and 109.13 Reserved
109.14(135M) Prescription drug donation repository in disaster emergencies

CHAPTER 110
CENTER FOR RURAL HEALTH
AND PRIMARY CARE

110.1(135) Purpose and scope

110.2(135) Definitions

110.3(135) Responsibilities of the center

110.4(135) Advisory committee to the center for rural health and primary care
110.5(135) Organization

110.6(135) Meetings

110.7 to 110.10 Reserved

PRIMECARRE COMMUNITY GRANT PROGRAM
110.11(135) Purpose
110.12 to 110.15  Reserved
PRIMECARRE PRIMARY CARE PROVIDER
COMMUNITY SCHOLARSHIP PROGRAM
110.16(135) Purpose
110.17 to 110.20  Reserved

PRIMECARRE PRIMARY CARE PROVIDER LOAN REPAYMENT PROGRAM
110.21(135) Purpose

CHAPTER 111
IOWA NEEDS NURSES NOW INFRASTRUCTURE ACCOUNT

111.1(135) Scope and purpose
111.2(135) Definitions

111.3(135) Eligibility and criteria
111.4(135) Review process
111.5(135) Performance standards
111.6(135) Appeals

CHAPTER 112
BIOLOGICAL AGENT RISK ASSESSMENT

112.1(135) Purpose

112.2(135) Definitions

112.3(135) Biosecurity council established
112.4(135) Biological agent risk assessment
112.5(135) Requests for biological agent information
112.6(135) Exceptions

CHAPTER 113
PUBLIC HEALTH RESPONSE TEAMS

113.1(135) Definitions

113.2(135) Purpose

113.3(135) Sponsor agency

113.4(135) Public health response team members
113.5(135) Disaster medical assistance team

113.6(135) Environmental health response team
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113.7(135)
113.8(135)

114.1(135)
114.2(135)
114.3(135)
114.4(135)
114.5(135)
114.6(135)
114.7(135)
114.8(135)
114.9(135)

124.1(691)
124.2(691)
124.3(691)
124.4(691)
124.5(691)
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Legal and other protections
Reporting requirements and duties

CHAPTER 114
PREPAREDNESS ADVISORY COMMITTEE
Definitions
Purpose
Appointment
Membership
Officers
Meetings
Subcommittees
Expenses of preparedness advisory committee voting members
Gender balance

CHAPTERS 115 to 123
Reserved

CHAPTER 124
INTERAGENCY COORDINATING COUNCIL
FOR THE STATE MEDICAL EXAMINER
Purpose
Membership
Meetings
Duties
Minutes

CHAPTER 125

ADVISORY COUNCIL FOR THE STATE MEDICAL EXAMINER

125.1(691)
125.2(691)
125.3(691)
125.4(691)
125.5(691)

126.1(144,331,691)
126.2

126.3(691)
126.4(691)

127.1(144,331,691)
127.2(331,691)

127.3(331,691)
127.4(331,691)
127.5(144,331,691)
127.6(331,691)
127.7(331,691)
127.8(331,691)
127.9(331,691)

Purpose
Membership
Meetings
Duties
Minutes

CHAPTER 126
STATE MEDICAL EXAMINER
Definitions
Reserved

IAC 8/10/11

Fees for autopsies and related services and reimbursement for related expenses

Fees for tissue recovery

CHAPTER 127
COUNTY MEDICAL EXAMINERS
Definitions

Duties of medical examiners—jurisdiction over deaths which affect the public

interest
Autopsies
Fees

Death certificates—deaths affecting the public interest

Cremation
County medical examiner investigators
Deputy county medical examiners
Failure to comply with rules
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127.10(331,691,22)
127.11(331,691,670)

130.1(147A)
130.2(147A)
130.3(147A)
130.4(147A)
130.5(147A)
130.6(147A)
130.7(147A)
130.8(147A)
130.9(147A)

131.1(147A)
131.2(147A)

131.3(147A)
131.4(147A)

131.5(147A)
131.6(147A)
131.7(147A)

131.8(147A)

131.9(147A)
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Confidentiality
Indemnification

CHAPTERS 128 and 129
Reserved

CHAPTER 130

EMERGENCY MEDICAL SERVICES ADVISORY COUNCIL

Definitions

Purpose

Appointment

Absences

Officers

Meetings

Subcommittees

Expenses of advisory council members
Gender balance

CHAPTER 131
EMERGENCY MEDICAL SERVICES—PROVIDER
EDUCATION/TRAINING/CERTIFICATION
Definitions
Emergency medical care providers—requirements for enrollment in training
programs
Emergency medical care providers—authority
Emergency medical care providers—certification, renewal standards, procedures,
continuing education, and fees
Training programs—standards, application, inspection and approval
Continuing education providers—approval, record keeping and inspection
Complaints and investigations—denial, citation and warning, probation,
suspension, or revocation of emergency medical care personnel certificates or
renewal
Complaints and investigations—denial, citation and warning, probation,
suspension, or revocation of training program approval or renewal
Reinstatement of certification
Certification denial

131.10(147A)
131.11(147A)
131.12(147A)

Emergency adjudicative proceedings
Complaints, investigations and appeals

CHAPTER 132
EMERGENCY MEDICAL SERVICES—SERVICE PROGRAM AUTHORIZATION

132.1(147A) Definitions
132.2(147A) Authority of emergency medical care provider
132.3 to 132.6 Reserved

132.7(147A) Service program—authorization and renewal procedures, inspections and transfer
or assignment of certificates of authorization

Service program levels of care and staffing standards

Service program—off-line medical direction

Complaints and investigations—denial, citation and warning, probation,
suspension or revocation of service program authorization or renewal

132.11t0 132.13  Reserved

132.14(147A) Temporary variances

132.15(147A) Transport options for fully authorized paramedic service programs

132.8(147A)
132.9(147A)
132.10(147A)
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133.1(321)
133.2(321)
133.3(321)
133.4(321)
133.5(321)

134.1(147A)
134.2(147A)
134.3(147A)

135.1(147A)
135.2(147A)
135.3(147A)

136.1(147A)
136.2(147A)
136.3(147A)

137.1(147A)
137.2(147A)
137.3(147A)
137.4(147A)
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CHAPTER 133
WHITE FLASHING LIGHT AUTHORIZATION
Definitions
Purpose
Application
Approval, denial, probation, suspension and revocation of authorization
Appeal of denial, probation, or revocation of authorization

CHAPTER 134
TRAUMA CARE FACILITY CATEGORIZATION
AND VERIFICATION
Definitions
Trauma care facility categorization and verification
Complaints and investigations and appeals—denial, citation and warning,
probation, suspension, and revocation of verification as a trauma care facility

CHAPTER 135
TRAUMA TRIAGE AND TRANSFER PROTOCOLS
Definitions
Trauma triage and transfer protocols
Offenses and penalties

CHAPTER 136
TRAUMA REGISTRY
Definitions
Trauma registry
Offenses and penalties

CHAPTER 137
TRAUMA EDUCATION AND TRAINING
Definitions
Initial trauma education for lowa’s trauma system
Continuing trauma education for lowa’s trauma system
Offenses and penalties

CHAPTER 138

TRAUMA SYSTEM EVALUATION QUALITY IMPROVEMENT COMMITTEE

138.1(147A)
138.2(147A)

139.1(147A)
139.2(147A)
139.3(147A)

139.4(147A)

139.5(147A)
139.6(147A)

Definitions
System evaluation quality improvement committee (SEQIC)

CHAPTER 139

IOWA LAW ENFORCEMENT EMERGENCY CARE PROVIDER

Definitions

Authority of lowa law enforcement emergency care provider

Iowa law enforcement emergency care providers—requirements for enrollment in
training programs

Iowa law enforcement emergency care providers—certification, renewal standards
and procedures, and fees

Iowa law enforcement training programs

Law enforcement AED service program authorization
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CHAPTER 140
EMERGENCY MEDICAL SERVICES SYSTEM DEVELOPMENT GRANTS FUND

140.1(135) Definitions

140.2(135) Purpose

140.3(135) County EMS associations

140.4(135) County EMS system development grants

CHAPTER 141

LOVE OUR KIDS GRANT

141.1(321) Definitions

141.2(321) Purpose

141.3(321) Funding limitations

141.4(321) Use of funds

141.5(321) Application process

141.6(321) Application denial or partial denial—appeal

CHAPTER 142
OUT-OF-HOSPITAL DO-NOT-RESUSCITATE ORDERS
142.1(144A) Definitions
142.2(144A) Purpose
142.3(144A,147A) Responsibilities of the department
142.4(144A,147A) EMS providers

142.5(144A) Guidelines for non-EMS health care providers, patients, and organizations

142.6(144A) Revocation of the out-of-hospital do-not-resuscitate order

142.7(144A) Personal wishes of family members or other individuals who are not authorized
to act on the patient’s behalf

142.8(144A) Transfer of patients

142.9(144A) Application to existing orders

CHAPTER 143
AUTOMATED EXTERNAL DEFIBRILLATOR PROGRAM

AUTOMATED EXTERNAL DEFIBRILLATOR GRANT PROGRAM

143.1(135) Purpose

143.2(135) Definitions

143.3(135) Application process
143.4(135) Early defibrillation program
143.5(135) Review process

143.6(135) Appeals

143.7 to 143.9 Reserved

AUTOMATED EXTERNAL DEFIBRILLATOR MAINTENANCE

143.10(135) Purpose
143.11(135) Definition
143.12(135) AED maintenance

143.13 to 143.15 Reserved

FIRE DEPARTMENT RESPONSE WITH AUTOMATED EXTERNAL DEFIBRILLATOR
143.16(147A) Purpose
143.17(147A) Definitions
143.18(147A) Local fire department AED service registration
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144.1(147A)
144.2(147A)
144.3(147A)

144.4(147A)
144.5(147A)
144.6(147A)

144.7(147A)
144.8(147A)
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CHAPTER 144

EMERGENCY MEDICAL SERVICES—AIR MEDICAL SERVICE

PROGRAM AUTHORIZATION
Definitions
Authority of emergency medical care provider
Air ambulance service program—authorization and renewal procedures,
inspections and transfer or assignment of certificates of authorization
Service program levels of care and staffing standards
Air ambulance service program—off-line medical direction
Complaints and investigations—denial, citation and warning, probation,
suspension or revocation of service program authorization or renewal
Temporary variances
Transport options for air medical services

CHAPTERS 145 to 149
Reserved

CHAPTER 150

IOWA REGIONALIZED SYSTEM OF PERINATAL HEALTH CARE

150.1(135,77GA,ch1221) Purpose and scope

150.2(135,77GA,ch1221) Definitions

150.3(135,77GA,ch1221) Perinatal guidelines advisory committee
150.4(135,77GA,ch1221) Categorization and selection of level of care designation
150.5(135,77GA,ch1221) Recommendation by the statewide perinatal care program
150.6(135,77GA,ch1221) Level I hospitals

150.7(135,77GA,ch1221) Level II hospitals

150.8(135,77GA,ch1221) Level II regional centers

150.9(135,77GA,ch1221) Level II regional neonatology centers
150.10(135,77GA,ch1221) Level III centers

150.11(135,77GA,ch1221) Grant or denial of certificate of verification; and offenses and penalties
150.12(135,77GA,ch1221) Prohibited acts

150.13(135,77GA,ch1221) Construction of rules

151.1(142A)
151.2(142A)
151.3(1424)
151.4(142A)
151.5(142A)
151.6(142A)
151.7(142A)
151.8(142A)

CHAPTER 151
TOBACCO USE PREVENTION AND CONTROL

COMMUNITY PARTNERSHIP INITIATIVE
Scope
Community partnership areas
Community partnerships
Application requirements for community partnerships
Performance indicators
Application deadline
Distribution of funding
Gifts

CHAPTER 152

TOBACCO USE PREVENTION AND CONTROL FUNDING PROCESS

152.1(78GA,HF2565) Scope and purpose
152.2(78GA,HF2565) Funding
152.3(78GA,HF2565) Appeals
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153.1(82GA,HF2212)
153.2(82GA,HF2212)
153.3(82GA,HF2212)
153.4(82GA,HF2212)
153.5(82GA,HF2212)

153.6(82GA,HF2212)
153.7(82GA,HF2212)
153.8(82GA,HF2212)
153.9(82GA,HF2212)
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CHAPTER 153
SMOKEFREE AIR

Purpose and scope

Definitions

Prohibition of smoking

Areas where smoking not regulated

Duties of employers, owners, operators, managers, and persons having
custody or control of a public place, place of employment, area declared
nonsmoking pursuant to 2008 Iowa Acts, House File 2212, section 5, or
outdoor areas where smoking is prohibited

Duties of other state agencies and political subdivisions

Leases

Complaints and enforcement

Limitation of rules

CHAPTER 154
Reserved

CHAPTER 155

LICENSURE STANDARDS FOR SUBSTANCE ABUSE AND PROBLEM GAMBLING

155.1(125,135)
155.2(125,135)
155.3(125,135)
155.4(125,135)
155.5(125,135)
155.6(125,135)
155.7(125,135)
155.8(125,135)
155.9(125,135)
155.10(125,135)
155.11(125,135)
155.12(125,135)
155.13(125,135)
155.14(125,135)
155.15(125,135)
155.16(125,135)
155.17
155.18(125,135)
155.19(125,135)
155.20(125,135)
155.21(125,135)
155.22(125,135)
155.23(125,135)
155.24(125,135)

155.25(125,135)
155.26 to 155.34
155.35(125,135)

TREATMENT PROGRAMS
Definitions
Licensing
Type of licenses
Nonassignability; program closure
Application procedures
Application review
Inspection of licensees
Licenses—renewal
Corrective action plan
Grounds for denial of initial license
Suspension, revocation, or refusal to renew a license
Contested case hearing
Rehearing application
Judicial review
Reissuance or reinstatement
Complaints and investigations
Reserved
Deemed status
Funding
Inspection
General standards for all treatment programs
Inpatient, residential, and halfway house safety
Specific standards for inpatient, residential, and halfway house service
Specific standards for inpatient, residential, and halfway house services for
juveniles
Specific standards for assessment and evaluation programs
Reserved
Specific standards for opioid treatment programs
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CHAPTER 156
LICENSURE STANDARDS FOR SUBSTANCE ABUSE TREATMENT PROGRAMS
IN CORRECTIONAL FACILITIES

156.1(125) Definitions
156.2(125) Inspection
156.3(125) General standards for all correctional substance abuse treatment programs

CHAPTER 157
STANDARDS FOR SUBSTANCE ABUSE TREATMENT AND
ASSESSMENT PROGRAMS AND THE OPERATING A MOTOR VEHICLE
WHILE INTOXICATED (OWI) LAW

157.1(125) Definitions

157.2(125) Screening, evaluation, treatment, and drinking drivers course

157.3(125) Screening, evaluation, treatment, and drinking drivers course completion
157.4(125) Cost of evaluation and treatment

157.5(125) Timeliness

157.6(125) Confidentiality

157.7(125) Records

157.8(125) Reciprocity

CHAPTER 158
REGIONS FOR SUBSTANCE ABUSE PREVENTION AND TREATMENT

158.1(125) Service areas established

158.2(125) Request for a change in service areas
158.3(125) Application

158.4(125) Notification of affected parties
158.5(125) Public hearing

158.6(125) Proposed decision

158.7(125) Change during term of contract
158.8(125) State board of health review
158.9(125) State board of health decision

CHAPTERS 159 to 169
Reserved

CHAPTER 170
ORGANIZATION OF THE DEPARTMENT
170.1(17A,135)  Definitions
170.2(17A,135)  Mission
170.3(17A,136)  State board of health
170.4(17A,135)  Director of the department of public health
170.5(17A,135)  Deputy director
170.6(17A,135) Executive team
170.7(17A,135)  Administrative divisions of the department

170.8(17A) Central office
170.9(17A) Business hours
170.10(17A) Submission of materials
170.11(17A) Requests for information

CHAPTER 171
PETITIONS FOR RULE MAKING
171.1(17A) Petition for rule making
171.2(17A) Briefs
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171.3(17A)
171.4(17A)

172.1(17A)
172.2(17A)
172.3(17A)
172.4(17A)
172.5(17A)
172.6(17A)
172.7(17A)
172.8(17A)
172.9(17A)
172.10(17A)
172.11(17A)
172.12(17A)

173.1(17A)
173.2(17A)
173.3(17A)
173.4(17A)
173.5(17A)
173.6(17A)
173.7(17A)
173.8(17A)
173.9(17A)
173.10(17A)
173.11(17A)
173.12(17A)
173.13(17A)

173.14(17A,135)

173.15(17A)
173.16(17A)
173.17(17A)
173.18(17A)
173.19(17A)
173.20(17A)
173.21(17A)
173.22(17A)
173.23(17A)
173.24(17A)
173.25(17A)
173.26(17A)
173.27(17A)
173.28(17A)
173.29(17A)
173.30(17A)
173.31(17A)
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Inquiries
Department consideration

CHAPTER 172
DECLARATORY ORDERS
Petition for declaratory order
Notice of petition
Intervention
Briefs
Inquiries
Service and filing of petitions and other papers
Consideration
Action on petition
Refusal to issue order
Contents of declaratory order—effective date
Copies of orders
Effect of a declaratory order

CHAPTER 173
CONTESTED CASES
Scope and applicability
Definitions
Time requirements
Requests for contested case proceeding
Notice of hearing
Presiding officer
Waiver of procedures
Telephone proceedings
Disqualification
Consolidation—severance
Pleadings
Service and filing of pleadings and other papers
Discovery
Subpoenas
Motions
Prehearing conference
Continuances
Withdrawals
Intervention
Hearing procedures
Evidence
Default
Ex parte communication
Recording costs
Interlocutory appeals
Final decision
Appeals and review
Applications for rehearing
Stays of department actions
No factual dispute contested cases
Emergency adjudicative proceedings
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174.3(17A)
174.4(17A)
174.5(17A)
174.6(17A)
174.11(17A)
174.13(17A)

175.1(17A,22)
175.2(17A,22)
175.3(17A,22)
175.4(17A,22)
175.5(17A,22)

175.6(17A,22)

175.7(17A,22)
175.8(17A,22)

175.9(17A,22)

175.10(17A,22)
175.11(17A,22)
175.12(17A,22)
175.13(17A,22)
175.14(17A,22)
175.15(17A,22)
175.16(17A,22)
175.17(17A,22)

176.1(135,17A)
176.2(135,17A)
176.3(135,17A)
176.4(135,17A)
176.5(135,17A)
176.6

176.7(135,17A)
176.8(135,17A)
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CHAPTER 174

AGENCY PROCEDURE FOR RULE MAKING

(Uniform Rules)
Public rule-making docket
Notice of proposed rule making
Public participation
Regulatory flexibility analysis
Concise statement of reasons
Agency rule-making record

CHAPTER 175

FAIR INFORMATION PRACTICES AND PUBLIC RECORDS

Definitions

Statement of policy

Requests for access to records
Access to confidential records

IAC 8/10/11

Requests for treatment of a record as a confidential record and its withholding

from examination

Procedure by which additions, dissents, or objections may be entered into certain

records

Consent to disclosure by the subject of a confidential record

Notice to suppliers of information
Disclosures without the consent of the subject
Routine use

Consensual disclosure of confidential records
Release to subject

Availability of records

Personally identifiable information

Other groups of records

Data processing systems

Applicability

CHAPTER 176

CRITERIA FOR AWARDS OR GRANTS
Purpose
Definitions
Exceptions
Requirements
Review process (competitive applications only)
Reserved
Public notice of available funds
Appeals

CHAPTER 177
HEALTH DATA

177.1(76GA,ch1212)  Purpose

177.2(76GA,ch1212)  Definitions

177.3(76GA,ch1212)  Description of data to be submitted
177.4(76GA,ch1212)  Department studies

177.5(76GA,ch1212)  Fees

177.6(76GA,ch1212)  Patient confidentiality

177.7(76GA,ch1212)  Department contracting

177.8(76GA,ch1212)  Address and specification for data submissions
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178.1(17A,135)
178.2(17A,135)

186.1(135A)
186.2(135A)
186.3(135A)
186.4(135A)
186.5(135A)
186.6(135A)
186.7(135A)
186.8(135A)

191.1(135)
191.2(135)
191.3(135)
191.4(135)
191.5(135)
191.6(135)
191.7(135)
191.8(135)

192.1(2527)
192.2(2527)
192.3(2527)

192.4(17A,22,252))

193.1(272C)
193.2(272C)
193.3(272C)
193.4(272C)
193.5(272C)
193.6(272C)
193.7(272C)
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CHAPTER 178
VARIANCES AND WAIVERS OF PUBLIC HEALTH
ADMINISTRATIVE RULES
Waivers
Sample petition for waiver

CHAPTERS 179 to 185
Reserved

CHAPTER 186

GOVERNMENTAL PUBLIC HEALTH ADVISORY BODIES

Purpose

Definitions

Roles and responsibilities of advisory bodies
Officers

Members of advisory bodies

Meetings

Conflict of interest

Subcommittees

CHAPTERS 187 to 190
Reserved

CHAPTER 191

ADVISORY BODIES OF THE DEPARTMENT
Definitions
Purpose
Appointment
Officers
Meetings
Subcommittees
Expenses of advisory body members
Gender balance

CHAPTER 192
CHILD SUPPORT NONCOMPLIANCE
Definitions
Issuance or renewal of a license—denial
Suspension or revocation of a license
Sharing of information

CHAPTER 193

IMPAIRED PRACTITIONER REVIEW COMMITTEE
Definitions
Purpose
Composition of the committee
Eligibility
Terms of participation in the impaired practitioner recovery program
Limitations
Confidentiality
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CHAPTER 194
NONPAYMENT OF STATE DEBT

194.1(272D) Definitions

194.2(272D) Issuance or renewal of a license—denial
194.3(272D) Suspension or revocation of a license
194.4(272D) Sharing of information

CHAPTER 195
STUDENT LOAN DEFAULT/NONCOMPLIANCE WITH AGREEMENT
FOR PAYMENT OF OBLIGATION

195.1(261) General definitions
195.2(261) Issuance or renewal of a license—denial
195.3(261) Suspension or revocation of a license

195.4(17A,22,261) Sharing of information

CHAPTERS 196 to 200
Reserved

CHAPTER 201
ORGANIZED DELIVERY SYSTEMS

LICENSURE AND REGULATION
201.1(135,75GA,ch158) Purpose and scope
201.2(135,75GA,ch158) Definitions
201.3(135,75GA,ch158) Application
201.4(135,75GA,ch158) Governing body
201.5(135,75GA,ch158) Service area/geographic access
201.6(135,75GA,ch158,78GA,ch41) Provider network and contracts; treatment and services
201.7(135,75GA,ch158) Complaints
201.8(135,75GA,ch158) Accountability
201.9(135,75GA,ch158) Reporting
201.10(135,75GA,ch158) Evaluation
201.11(135,75GA,ch158) Annual report
201.12(135,75GA,ch158) Finance and solvency
201.13(135,75GA,ch158) Investment
201.14(135,75GA,ch158) Rating practices
201.15(135,75GA,ch158) Name
201.16(135,75GA,ch158) Change in organizational documents or control
201.17(135,75GA,ch158) Appeal
201.18(135,78GA,ch41) External review
201.19 Reserved

ANTITRUST
201.20(135,75GA,ch158) Purpose
201.21(135,75GA,ch158) Definitions
201.22(135,75GA,ch158) Scope
201.23(135,75GA,ch158) Application
201.24(135,75GA,ch158) Notice and comment
201.25(135,75GA,ch158) Procedure for review of applications
201.26(135,75GA,ch158) Criteria for decision
201.27(135,75GA,ch158) Decision
201.28(135,75GA,ch158) Appeal
201.29(135,75GA,ch158) Supervision after approval
201.30(135,75GA,ch158) Revocation
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202.1(135)
202.2(135)
202.3(135)
202.4(135)
202.5(135)
202.6(135)
202.7(135)
202.8(135)
202.9(135)
202.10(135)
202.11(135)
202.12(135)
202.13(135)
202.14(135)
202.15(135)

203.1(135)
203.2(135)
203.3(135)
203.4(135)
203.5(135)
203.6(135)
203.7(135)
203.8(135)
203.9(135)
203.10(135)
203.11(135)
203.12(135)
203.13(135)

204.1(135)
204.2(135)
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CHAPTER 202

CERTIFICATE OF NEED PROGRAM
Definitions
Letter of intent
Preliminary review
Submission of application
Organizational procedures
Public hearing on application
Summary review
Extension of review time
Rehearing of certificate of need decision
Status reports to affected persons
Finality
Project progress reports
Request for extension of certificate
Application changes after approval
Sanctions

CHAPTER 203

STANDARDS FOR CERTIFICATE OF NEED REVIEW
Acute care bed need
Cardiac catheterization and cardiovascular surgery standards
Radiation therapy or radiotherapy standards
Computerized tomography standards
Long-term care
Bed need formula for mentally retarded
End-stage renal disease standards
Financial and economic feasibility
Obstetrical services and neonatal intensive care unit standards
Designated pediatric units standards
Designated inpatient substance abuse treatment unit standards
Magnetic resonance imaging services standards
Positron emission tomography services standards

CHAPTER 204
UNIFORM REPORTING REQUIREMENTS
Reporting requirements
Initial reporting period
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CHAPTER 1
REPORTABLE DISEASES, POISONINGS AND CONDITIONS, AND
QUARANTINE AND ISOLATION

641—1.1(139A) Definitions. For the purpose of these rules, the following definitions shall apply:

“Acute or chronic respiratory conditions due to fumes, vapors or dusts” means acute chemical
bronchitis; any acute, subacute, or chronic respiratory condition due to inhalation of a chemical fume or
vapor; or pneumoconioses not specifically listed elsewhere in these rules. (ICD-10 codes J63.0 to J64,
J66, and J68.0 to J68.9) “Acute or chronic respiratory conditions due to fumes, vapors or dusts” excludes
those respiratory conditions related to tobacco smoke exposure.

“Agriculturally related injury” means any nonhousehold injury to a farmer, farm worker, farm
family member, or other individual, which occurred on a farm, or in the course of handling, producing,
processing, transporting or warehousing farm commodities.

“AIDS” means AIDS as defined in Iowa Code section 141A.1.

“Area quarantine” means prohibiting ingress to and egress from a building or buildings, structure or
structures, or other definable physical location, or portion thereof, to prevent or contain the spread of a
suspected or confirmed quarantinable disease or to prevent or contain exposure to a suspected or known
chemical, biological, radioactive, or other hazardous or toxic agent.

“Business” means and includes every trade, occupation, or profession.

“Care provider” means an individual who is trained and authorized by federal or state law to
provide health care services or services of any kind in the course of the individual’s official duties,
for compensation or in a voluntary capacity, who is a health care provider, emergency medical care
provider as defined in Iowa Code section 147A.1, firefighter, or peace officer. “Care provider” also
means an individual who renders emergency care or assistance in an emergency or due to an accident
as described in lowa Code section 613.17.

“Case” means an individual who has confirmatory evidence of disease.

“Clinical laboratory” means any laboratory performing analyses on specimens taken from the body
of a person in order to assess that person’s health status.

“Communicable disease” means any disease spread from person to person or animal to person.

“Congenital or inherited disorder” means congenital or inherited disorder as defined in lowa Code
section 136A.2.

“Contagious or infectious disease” means hepatitis in any form, meningococcal disease,
tuberculosis, and any other disease, with the exception of AIDS or HIV infection as defined in Towa
Code section 141A.1, determined to be life-threatening to a person exposed to the disease based upon
a determination by the state public health medical director and epidemiologist and in accordance with
guidelines of the Centers for Disease Control and Prevention of the United States Department of Health
and Human Services.

“Department” means the lowa department of public health.

“Designated officer” means a person who is designated by a department, agency, division, or service
organization to act as an infection control liaison officer.

“Director” means the director of the Iowa department of public health.

“Exposure” means the risk of contracting disease.

“Fetal death” means an unintended death occurring after a gestation period of 20 completed weeks,
or an unintended death of a fetus with a weight of 350 or more grams. “Fetal death” is synonymous with
stillbirth.

“HBV”” means hepatitis B virus.

“Health care facility” means a health care facility as defined in lowa Code section 135C.1, an
ambulatory surgical center, or a clinic.

“Health care provider” means a person licensed to practice medicine and surgery, osteopathic
medicine and surgery, osteopathy, chiropractic, podiatry, nursing, dentistry, optometry, or licensed as a
physician assistant, dental hygienist, or acupuncturist.

“HIV” means HIV as defined in lowa Code section 141A.1.
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“Hospital” means hospital as defined in lowa Code section 135B.1.

“Hypersensitivity pneumonitis” means a disease in which the air sacs (alveoli) of the lungs become
inflamed when certain dusts are inhaled to which the person is sensitized or allergic. “Hypersensitivity
pneumonitis” includes but is not limited to farmer’s lung, silo filler’s disease, and toxic organic dust
syndrome.

“IDSS” means the lowa disease surveillance system, a secure Web-based statewide disease reporting
and surveillance system.

“Infectious disease” means a disease caused by the entrance into the body of organisms, including
but not limited to bacteria, protozoans, fungi, prions, or viruses which grow and multiply.

“Infectious tuberculosis” means pulmonary or laryngeal tuberculosis as evidenced by:

1. Isolation of M. tuberculosis complex (positive culture) from a clinical specimen or positive
nucleic acid amplification test, or

2. Both radiographic evidence of tuberculosis, such as an abnormal chest X-ray, and clinical
evidence, such as a positive skin test or whole blood assay test for tuberculosis infection, coughing,
sputum production, fever, or other symptoms compatible with infectious tuberculosis that lead a
physician to diagnose infectious tuberculosis according to currently acceptable standards of medical
practice and to initiate treatment for tuberculosis.

“Injury” means physical damage or harm to the body as the result of an act or event.

“Investigation” means an inquiry conducted to determine the specific source, mode of transmission,
and cause of a disease or suspected disease occurrence and to determine the specific incidence,
prevalence, and extent of the disease in the affected population. “Investigation” may also include the
application of scientific methods and analysis to institute appropriate control measures.

“Isolation” means the separation of persons or animals presumably or actually infected with a
communicable disease, or that are disease carriers, for the usual period of communicability of that
disease. Isolation shall be in such places, marked by placards if necessary, and under such conditions to
prevent the direct or indirect conveyance of the infectious agent or contagion to susceptible persons.

“Local board” means the local board of health.

“Local department” means the local health department.

“Noncommunicable respiratory illnesses” means an illness indicating prolonged exposure or
overexposure to asbestos, silica, silicates, aluminum, graphite, bauxite, beryllium, cotton dust or other
textile material, or coal dust. “Noncommunicable respiratory illnesses” includes, but is not limited to
asbestosis, coal worker’s pneumoconiosis, and silicosis.

“Occupationally related asthma, bronchitis or respiratory hypersensitivity reaction” means any
extrinsic asthma or acute chemical pneumonitis due to exposure to toxic agents in the workplace.
(ICD-10 codes J67.0 to J67.9)

“Pesticide” means (1) any substance or mixture of substances intended for preventing, destroying,
repelling, or mitigating directly or indirectly any insects, rodents, nematodes, fungi, weeds, and
other forms of plant or animal life or viruses, except viruses on or in living persons, which the Iowa
secretary of agriculture shall declare to be a pest; and (2) any substances intended for use as a plant
growth regulator, defoliant, or desiccant. Pesticides include active and inert ingredients of herbicides,
insecticides, rodenticides, repellants, fumigants, fungicides, wood treatment products, and disinfectants
as well as adjuvants that are added to a pesticide formulation to improve or change properties such as
deposition, persistence, or mixing ability.

“Pesticide poisoning” means any acute or subacute systemic, ophthalmologic, or dermatologic
illness or injury resulting from or suspected of resulting from inhalation or ingestion of, dermal exposure
to, or ocular contact with a pesticide. Laboratory confirmation is not required.

“Placard” means a warning sign to be erected and displayed on the periphery of a quarantine area,
forbidding entry to or exit from the area.

“Poison control or poison information center” means any organization or program which has as
one of its primary objectives the provision of toxicologic and pharmacologic information and referral
services to the public and to health care providers (other than pharmacists) in response to inquiries about
actual or potential poisonings.
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“Public health disaster” means an incident as defined in Iowa Code section 135.140.

“Quarantinable disease” means any communicable disease which presents a risk of serious harm
to public health and which may require isolation or quarantine to prevent its spread. “Quarantinable
disease” includes but is not limited to cholera; diphtheria; infectious tuberculosis; plague; smallpox;
yellow fever; viral hemorrhagic fevers, including Lassa, Marburg, Ebola, Crimean-Congo, South
American, and others not yet isolated or named; novel influenza; and severe acute respiratory syndrome
(SARS).

“Quarantine” means the limitation of freedom of movement of persons or animals that have been
exposed to a quarantinable disease within specified limits marked by placards for a period of time
equal to the longest usual incubation period of the disease in such manner as to prevent the spread of a
quarantinable disease which affects people.

“Reportable cancers” means those cancers included in the National Cancer Institute’s Surveillance,
Epidemiology and End Results (SEER) Program.

“Reportable disease” means any disease designated by this chapter.

“Severe skin disorder” means those dermatoses, burns, and other severe skin disorders which result
in death or which require hospitalization or other multiple courses of medical therapy.

“Sexually transmitted disease or infection” means a disease or infection as identified by this chapter
that is transmitted through sexual practices. “Sexually transmitted disease or infection” includes, but
is not limited to, acquired immunodeficiency syndrome (AIDS), chlamydia, gonorrhea, hepatitis B and
hepatitis C, human immunodeficiency virus (HIV), human papillomavirus, and syphilis.

“Suspected case” means an individual that presents with clinical signs or symptoms indicative of a
reportable or quarantinable disease.

“Toxic agent” means any noxious substance in solid, liquid or gaseous form capable of producing
illness in humans including, but not limited to, pesticides, heavy metals, organic and inorganic dusts
and organic solvents. Airborne toxic agents may be in the form of dusts, fumes, vapors, mists, gases or
smoke.

“Toxic hepatitis” means any acute or subacute necrosis of the liver or other unspecified chemical
hepatitis caused by exposure to nonmedicinal toxic agents other than ethyl alcohol including, but
not limited to, carbon tetrachloride, chloroform, tetrachloroethane, trichloroethylene, phosphorus,
trinitrotoluene (TNT), chloronapthalenes, methylenedianilines, ethylene dibromide, and organic

solvents. (ICD-10 codes K71.0 to K71.9)
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

641—1.2(139A) Purpose and authority.

1.2(1) Purpose. The purpose of this chapter is to establish rules that identify diseases, poisonings
and conditions, and incidents that are to be reported to the department in accordance with lowa Code
chapters 135, 136A, 139A, 141A, and 144. These rules also establish the information to be reported,
how and when to report, and who is to report. This chapter provides for disease investigation and disease
control through preventive measures including but not limited to quarantine and isolation.

1.2(2) Authority. The director is the principal officer of the state to administer disease, poisoning
and condition, and incident reporting and control. The State Health Registry of lowa, administered by
the Department of Epidemiology of the College of Public Health at the University of Iowa, is a public

health authority for purposes of collecting cancer data in accordance with this chapter.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

REPORTABLE COMMUNICABLE AND INFECTIOUS DISEASES

641—1.3(139A,141A) Reportable communicable and infectious diseases. Reportable communicable
and infectious diseases are those listed in Appendix A. The director may also designate any disease,

poisoning or condition or syndrome temporarily reportable for the purpose of a special investigation.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]
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641—1.4(135,139A) Reporting of reportable communicable and infectious diseases. Each case of a
reportable disease is required to be reported to the lowa Department of Public Health, Lucas State Office
Building, 321 E. 12th Street, Des Moines, lowa 50319-0075, in a manner specified by this chapter.

1.4(1) Who is required to report communicable and infectious diseases.

a. Health care providers, hospitals, clinical laboratories, and other health care facilities are
required to report cases of reportable communicable and infectious diseases.

b.  School nurses are required to report suspected cases of reportable diseases occurring among the
children supervised.

c.  School officials, through the principal or superintendent as appropriate, are required to report
when there is no school nurse.

d. Laboratories are required to report cases of reportable diseases and results obtained in the
examination of all specimens which yield evidence of or are reactive for sexually transmitted diseases.

e. Poison control and poison information centers are required to report inquiries about cases of
reportable diseases received by them.

/- Medical examiners are required to report their investigatory findings of any death which was
caused by or otherwise involved a reportable disease.

g Occupational nurses are required to report cases of reportable diseases.

h.  Hospitals, health care providers and clinical laboratories outside the state of Iowa shall
immediately report any confirmed or suspect case of a reportable disease, poisoning or condition in an
Iowa resident.

1.4(2) What to report. Each report shall contain all of the following information:

The patient’s name.

The patient’s address.

The patient’s date of birth.

The sex of the patient.

The race and ethnicity of the patient.

The patient’s marital status.

The patient’s telephone number.

The name and address of the laboratory.

The date the test was found to be positive and the collection date.
The name and address of the health care provider who performed the test
If the patient is female, whether the patient is pregnant.

. The name of the reportable disease.

1.4(3) How to report.

a. Immediate reporting by telephone of diseases identified in Appendix A as immediately
reportable. A health care provider and a public, private, or hospital clinical laboratory shall immediately
report any confirmed or suspected case of a disease identified in Appendix A as immediately reportable
to the department’s disease notification hotline at 1-800-362-2736. The report shall include all
information required by 1.4(2) and the following:

(1) The stage of the disease process.

(2) Clinical status.

(3) Any treatment provided for the disease.

(4) All household and other known contacts.

(5) Whether household and other known contacts have been examined and the results of such
examinations.

b.  Other diseases that carry serious consequences or spread rapidly. A health care facility, health
care provider and a public, private, or hospital clinical laboratory shall immediately report any confirmed
or suspected case of a common source epidemic or disease outbreak of unusual numbers by telephone
to the department’s 24/7 disease reporting telephone hotline at 1-800-362-2736.

¢.  Reporting of other reportable diseases. Cases of other reportable communicable or infectious
diseases not included in 1.4(3) “a ” shall be reported to the department in accordance with Appendix A by
mail, telephone, facsimile, or other secure electronic means. The preferred method is secure Web-based
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reporting when available. If the department determines that reporting by mail hinders the application of
organized control measures to protect the public health, the department may require that the reportable
disease be reported by telephone, facsimile or secure Web-based reporting.

1.4(4) Contagious or infectious disease notification at time of death. The purpose of this subrule is
to establish contagious or infectious disease notification requirements for the information of any person
handling a dead body.

a. A health care provider attending a person prior to the person’s death shall, at the time of death,
place with the body a written notice which specifies or signifies either “known contagious or infectious
disease” or “suspected contagious or infectious disease.”

b.  The health care facility in which the health care provider is working shall be responsible for
establishing written procedures and implementing the specific internal practices necessary to satisfy this

notification requirement.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

REPORTABLE POISONINGS AND CONDITIONS—NONCOMMUNICABLE

641—1.5(139A,135) Reportable poisonings and conditions. Reportable poisonings and conditions are
those listed in Appendix B. The director may also designate any disease, poisoning or condition or

syndrome temporarily reportable for the purpose of a special investigation.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

641—1.6(135,139A) Reporting poisonings and conditions.

1.6(1) Who is required to report.

a. Health care providers, hospitals, and clinical laboratories and other health care facilities are
required to report cases of reportable poisonings and conditions. Health care providers are exempted
from reporting blood lead testing if the laboratory performing the analysis provides the report containing
the required information to the department.

b.  School nurses are required to report suspected cases of a reportable poisoning or condition
occurring among the children supervised.

¢.  School officials, through the principal or superintendent as appropriate, are required to report
when there is no school nurse.

d.  Poison control and poison information centers are required to report inquiries about cases of a
reportable poisoning or condition received by them.

e. Medical examiners are required to report their investigatory findings of any death which was
caused by or otherwise involved a reportable poisoning or condition.

f- Occupational nurses are required to report cases of reportable poisonings and conditions.

g. Hospitals, health care providers and clinical laboratories outside the state of Iowa shall
immediately report any confirmed or suspected case of a reportable poisoning or condition in an lowa
resident.

1.6(2) What to report. Each report shall contain all of the following information:

The patient’s name.

The patient’s address.

The patient’s date of birth.

The sex of the patient.

The race and ethnicity of the patient.

The patient’s marital status.

The patien’s telephone number.

The name and address of the laboratory.

The collection date.

The analytical result.

In the case of blood lead testing, whether the sample is a capillary or venous blood sample.
For conditions not identified by a laboratory analysis, the date that the condition was diagnosed.
The name and address of the health care provider who performed the test.
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n.  If the patient is female, whether the patient is pregnant.

o. In the case of occupational conditions, the name of the patient’s employer.

1.6(3) How to report.

a. Blood lead testing. All analytical results greater than or equal to 20 micrograms per deciliter
(ng/dL) in a child under the age of six years or a pregnant woman shall be reported to the department
immediately by telephone at 1-800-972-2026. All other analytical results shall be reported to the
department at least weekly in an electronic format specified by the department.

b.  Each instance of carbon monoxide poisoning shall be reported to the department immediately
by telephone at 1-800-972-2026.

c¢.  Reportable poisonings and conditions other than blood lead testing and carbon monoxide
poisoning shall be reported to the department in accordance with Appendix B.

d.  Occupational nurses shall submit cases of occupationally related reportable poisonings or

conditions on report forms provided by the department.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

INVESTIGATION

641—1.7(135,139A) Investigation of reportable diseases. A health care provider and a public, private,
or hospital clinical laboratory shall assist in a disease investigation conducted by the department, a local
board, or a local department.

1.7(1) A health care provider and a clinical laboratory shall provide the department, local board, or
local department with all information necessary to conduct the investigation, including but not limited
to medical records; exposure histories; medical histories; contact information; and test results necessary
to the investigation, including positive, pending, and negative test results.

1.7(2) Issuance of investigatory subpoenas.

a. The department may upon the written request of a local board of health, the state public health
medical director and epidemiologist or designee, or the state public health veterinarian or designee,
subpoena records, reports, or any other evidence necessary to conduct a disease investigation. The
subpoena shall be signed by the division director of the division of acute disease prevention and
emergency response or the division director’s designee following review and approval of the written
request for subpoena.

b. A written request for a subpoena shall contain the following:

(1) The name and address of the person, facility, or entity to which the subpoena will be directed;

(2) A specific description of the records, reports, or other evidence requested; and

(3) Anexplanation of why the documents sought to be subpoenaed are necessary for the department
to conduct the disease investigation.

¢.  Each subpoena shall contain:

(1) The name and address of the person, facility, or entity to which the subpoena is directed;

(2) A description of the records, reports, or other evidence requested;

(3) The date, time, and location for production, inspection, or copying;

(4) The time within which a motion to quash or modify the subpoena must be filed;

(5) The signature, address, and telephone number of the division director;

(6) The date of issuance; and

(7) A return of service.

d.  Process to challenge a subpoena.

(1) Any person who is aggrieved or adversely affected by compliance with the subpoena and who
desires to challenge the subpoena must, within five days after service of the subpoena, or before the time
specified for compliance if such time is less than five days, file with the department a motion to quash
or modify the subpoena. The motion shall describe the reasons why the subpoena should be quashed or
modified, and may be accompanied by legal briefs or factual affidavits.

(2) Upon receipt of a timely motion to quash or modify a subpoena, the department may request
an administrative law judge to issue a decision. Oral argument may be scheduled at the discretion of the
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administrative law judge. The administrative law judge may quash or modify the subpoena, deny the
motion, or issue an appropriate protective order.

(3) A person aggrieved by a ruling of an administrative law judge who desires to challenge that
ruling must appeal the ruling to the department by serving on the department director, either in person or
by certified mail, a notice of appeal within ten days after the service of the decision of the administrative
law judge. The department director’s decision is final for purposes of judicial review.

e.  Subpoenas issued under this subrule and requests, motions, and pleadings related to the issuance

of subpoenas are confidential pursuant to lowa Code sections 139A.3 and 22.7.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

ISOLATION AND QUARANTINE

641—1.8(139A) Isolation and quarantine. Isolation and quarantine should be consistent with
guidelines provided by the Centers for Disease Control and Prevention’s 2007 Guideline for Isolation
Precautions: Preventing Transmission of Infectious Agents in Healthcare Settings, June 2007;

http://www.cdc.gov/ncidod/dhqp/pdf/guidelines/Isolation2007.pdf.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

641—1.9(135,139A) Quarantine and isolation.

1.9(1) Examination, testing, and treatment of quarantinable diseases.

a. A health care provider who attends an individual with a suspected or active quarantinable
disease shall make all reasonable efforts in accordance with guidance from a local health department
or the department to examine or cause all household and other known contacts of the individual to be
examined by a physician. The physician shall promptly report to the department the results of such
examination. Ifthe individual refuses or is unable to undergo examination, the health care provider shall
promptly report such information to the department.

b.  When required by the department, all contacts not examined by a physician, including all adult
and minor contacts, shall submit to a diagnostic test or tests. If any suspicious abnormality is found, steps
satisfactory to the department shall be taken to refer the individual promptly to a physician or appropriate
medical facility for further evaluation and, if necessary, treatment. The referring health care provider or
facility shall notify the receiving health care provider or facility of the suspicious abnormality. When
requested by the department, a physician shall report the results of the examination of a contact to the
case or suspected case or incident.

c¢.  Upon order of the department or local board of health, an individual with a suspected or active
quarantinable disease shall not attend the workplace or school and shall not be present at other public
places until the individual receives the approval of the department or a local board of health to engage in
such activity. Upon order of the department or local board of health, employers, schools and other public
places shall exclude an individual with a suspected or active quarantinable disease. An individual may
also be excluded from other premises or facilities if the department or a local board of health determines
the premises or facilities cannot be maintained in a manner adequate to protect others against the spread
of the disease.

d.  Apersondiagnosed with or clinically suspected of having infectious tuberculosis shall complete
voluntary treatment until, in the opinion of the attending physician or the state public health medical
director and epidemiologist, the person’s tuberculosis is cured or such person is no longer a threat to
public health. If such person refuses to complete the course of voluntary treatment, the department or
local board of health may issue an order compelling mandatory treatment. Such order shall include the
identity of the person subject to the mandatory treatment order, a description of the treatment ordered,
the medical basis upon which the treatment is ordered, and a description of the potential medical and
legal consequences of violating such order. A person who violates a mandatory treatment order may
be subject to the penalties provided in lowa Code section 135.38 or 137.21 and may be placed under
mandatory quarantine or isolation in accordance with the provisions of this chapter.

e. A person diagnosed with extrapulmonary tuberculosis or clinically suspected of having
infectious tuberculosis who fails to comply with a physician’s recommendation for diagnostic testing
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may be ordered to undergo diagnostic testing by the department or local board of health. Such order
shall include the identity of the person subject to mandatory diagnostic testing, a description of the
diagnostic testing ordered, the medical basis upon which the diagnostic testing is ordered, and a
description of the potential medical and legal consequences of violating such order. A person who
violates a mandatory diagnostic testing order may be subject to the penalties provided in lowa Code
section 135.38 or 137.21 and may be placed under mandatory quarantine or isolation in accordance
with the provisions of this chapter.

1.9(2) General provisions.

a.  Voluntary confinement. Prior to instituting mandatory isolation or quarantine pursuant to this
rule, the department or a local board of health may request that an individual or group of individuals
voluntarily confine themselves to a private home or other facility.

b.  Quarantine and isolation. The department and local boards of health are authorized to impose
and enforce quarantine and isolation restrictions. Quarantine and isolation shall rarely be imposed by
the department or by local boards of health. If a quarantinable disease occurs in lowa, individuals with a
suspected or active quarantinable disease and contacts to the case may be quarantined or isolated as the
particular situation requires. Any quarantine or isolation imposed by the department or a local board of
health shall be established and enforced in accordance with this rule.

1.9(3) Conditions and principles. The department and local boards of health shall adhere to all of the
following conditions and principles when isolating or quarantining individuals or a group of individuals:

a.  The isolation or quarantine shall be by the least restrictive means necessary to prevent the
spread of a communicable or possibly communicable disease to others and may include, but not be
limited to, confinement to private homes, other private premises, or public premises.

b.  Isolated individuals shall be confined separately from quarantined individuals.

c. The health status of isolated or quarantined individuals shall be monitored regularly to
determine if the individuals require further or continued isolation or quarantine.

d. If a quarantined individual subsequently becomes infected or is reasonably believed to have
become infected with a communicable or possibly communicable disease, the individual shall be
promptly removed to isolation.

e.  Isolated or quarantined individuals shall be immediately released when the department or local
board of health determines that the individuals pose no substantial risk of transmitting a communicable
or possibly communicable disease.

f The needs of isolated or quarantined individuals shall be addressed in a systematic and
competent fashion including, but not limited to, providing adequate food; clothing; shelter; means of
communicating with those in and outside of isolation or quarantine; medication; and competent medical
care.

g The premises used for isolation or quarantine shall be maintained in a safe and hygienic manner
and shall be designed to minimize the likelihood of further transmission of infection or other harm to
isolated or quarantined individuals.

h.  To the extent possible, cultural and religious beliefs shall be considered in addressing the needs
of individuals in isolation or quarantine premises and in establishing and maintaining the premises.

1.9(4) Isolation and quarantine premises.

a.  Sites of isolation or quarantine shall be prominently placarded with isolation or quarantine signs
prescribed and furnished by the department and posted on all sides of the building wherever access is
possible.

b.  Anindividual subject to isolation or quarantine shall obey the rules and orders of the department
or the local board of health and shall not go beyond the isolation or quarantine premises.

¢.  The department or a local board of health may authorize physicians, health care workers, or
others access to individuals in isolation or quarantine as necessary to meet the needs of isolated or
quarantined individuals.

d.  No individual, other than an individual authorized by the department or a local board of
health, shall enter isolation or quarantine premises. If the department has requested the assistance of
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law enforcement in enforcing the isolation or quarantine, the department shall provide law enforcement
personnel with a list of individuals authorized to enter the isolation or quarantine premises.

e. Any individual entering an isolation or quarantine premises with or without authorization of
the department or a local board of health may be isolated or quarantined pursuant to this rule.

1.9(5) Isolation and quarantine by local boards of health.

a. A local board of health may:

(1) Isolate individuals who are presumably or actually infected with a quarantinable disease;

(2) Quarantine individuals who have been exposed to a quarantinable disease;

(3) Establish and maintain places of isolation and quarantine; and

(4) Adopt emergency rules and issue orders as necessary to establish, maintain, and enforce
isolation or quarantine.

b.  Isolation and quarantine undertaken by a local board of health shall be accomplished according
to the rules and regulations of the local board of health so long as such rules are not inconsistent with
this chapter.

1.9(6) Isolation and quarantine by the lowa department of public health.

a. Authority.

(1) The department, through the director, the department’s medical director, or the director’s or
medical director’s designee, may:

1. Isolate individuals or groups of individuals who are presumably or actually infected with a
quarantinable disease; and

2. Quarantine individuals or groups of individuals who have been exposed to a quarantinable
disease, including individuals who are unable or unwilling to undergo examination, testing, vaccination,
or treatment, pursuant to lowa Code section 135.144(9).

(2) The department may:

1.  Establish and maintain places of isolation and quarantine; and

2. Adopt emergency rules and issue orders as necessary to establish, maintain, and enforce
isolation or quarantine.

(3) Isolation and quarantine undertaken by the department, including isolation and quarantine
undertaken by the department in the event of a public health disaster, shall be established pursuant to
paragraph 1.9(6) “b” or “c.”

b.  Temporary isolation and quarantine without notice. The department may temporarily isolate or
quarantine an individual or groups of individuals through an oral order, without notice, only if delay in
imposing the isolation or quarantine would significantly jeopardize the department’s ability to prevent or
limit the transmission of a communicable or possibly communicable disease to others. If the department
imposes temporary isolation or quarantine of an individual or groups of individuals through an oral order,
the department shall issue a written order as soon as is reasonably possible and in all cases within 24
hours of issuance of the oral order if continued isolation or quarantine is necessary to prevent or limit
the transmission of a communicable or possibly communicable disease.

c.  Written order. The department may isolate or quarantine an individual or groups of individuals
through a written order issued pursuant to this rule.

(1) The written order shall include all of the following:

1. The identity of the individual, individuals, or groups of individuals subject to isolation or
quarantine.

2. The premises subject to isolation or quarantine.

3. The date and time at which isolation or quarantine commences.

4. The suspected communicable disease.

5. A description of the less restrictive alternatives that were attempted and were unsuccessful, or
the less restrictive alternatives that were considered and rejected, and the reasons such alternatives were
rejected.

6. A statement of compliance with the conditions and principles for isolation and quarantine
specified in subrule 1.9(3).

7.  The legal authority under which the order is requested.
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8.  The medical basis upon which isolation or quarantine is justified.

9. A statement advising the individual, individuals, or groups of individuals of the right to appeal
the written order pursuant to subrule 1.9(7) and the rights of individuals and groups of individuals subject
to quarantine and isolation as listed in subrule 1.9(8).

10. A copy of this chapter and the relevant definitions.

(2) A copy of the written order shall be provided to the individual to be isolated or quarantined
within 24 hours of issuance of the order in accordance with any applicable process authorized by the lowa
Rules of Civil Procedure. If the order applies to a group or groups of individuals and it is impractical to
provide individual copies, the order may be posted in a conspicuous place in the isolation or quarantine
premises.

1.9(7) Appeal from order imposing isolation or quarantine.

a. Contested case. The subject of a department order imposing isolation or quarantine may appeal
a written order and has the right to a contested case hearing regarding such appeal. The subject of a
department order imposing isolation or quarantine may appeal the order by submitting a written appeal
within ten days of receipt of the written order. The appeal shall be addressed to the Department of Public
Health, Division of Epidemiology, Emergency Medical Services, and Disaster Operations, Lucas State
Office Building, Des Moines, lowa 50319-0075. Unless stayed by order of the director or a district
court, the written order for quarantine or isolation shall remain in force and effect until the appeal is
finally determined and disposed of upon its merits.

b.  Presiding officer. The presiding officer in a contested case shall be the director or the director’s
designee. The director or the director’s designee may be assisted by an administrative law judge in
conducting the contested case hearing. The decision of the director or the director’s designee shall be
the department’s final decision and is subject to judicial review in accordance with the provisions of lowa
Code chapter 17A.

¢.  Proceeding. The contested case hearing shall be conducted in accordance with the provisions
contained at 641—Chapter 173. The hearing shall be held as soon as is practicable, and in no case
later than ten days from the date of receipt of the appeal. The hearing may be held by telephonic or
other electronic means if necessary to prevent additional exposure to the communicable or possibly
communicable disease. In extraordinary circumstances and for good cause shown, the department may
apply to continue the hearing date for up to ten additional days on a petition filed pursuant to this rule.
The presiding officer may use discretion in granting a continuance giving due regard to the rights of the
affected individuals, the protection of the public’s health, and the availability of necessary witnesses and
evidence.

d. Judicial review. The aggrieved party to the final decision of the department may petition for
judicial review of that action pursuant to lowa Code chapter 17A. Petitions for judicial review shall be
filed within 30 days after the decision becomes final.

e. Immediate judicial review of department order. The department acknowledges that in certain
circumstances the subject or subjects of a department order may desire immediate judicial review of a
department order in lieu of proceeding with the contested case process. The department recognizes that
the procedural step of pursuing exhaustion of administrative remedies may be inadequate for purposes
of lowa Code section 17A.19, and the department may consent to immediate jurisdiction of the district
court when requested by the subject or subjects of a department order and justice so requires. Unless
stayed by order of the director or a district court, the written order for quarantine or isolation shall remain
in force and effect until the judicial review is finally determined and disposed of upon its merits.

1.9(8) Rights of individuals and groups of individuals subject to isolation or quarantine. Any
individual or group of individuals subject to isolation or quarantine shall have the following rights:

a. The right to be represented by legal counsel.

b.  The right to be provided with prior notice of the date, time, and location of any hearing.

c¢.  The right to participate in any hearing. The hearing may be held by telephonic or other
electronic means if necessary to prevent additional exposure to the communicable or possibly
communicable disease.
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d.  The right to respond and present evidence and argument on the individual’s own behalf in any
hearing.

e.  The right to cross-examine witnesses who testify against the individual.

f. The right to view and copy all records in the possession of the department which relate to the
subject of the written order.

1.9(9) Consolidation of claims. In any proceeding brought pursuant to this rule, to promote the fair
and efficient operation of justice and having given due regard to the rights of the affected individuals, the
protection of the public’s health, and the availability of necessary witnesses and evidence, the department
or a court may order the consolidation of individual claims into group claims, if all of the following
conditions exist:

a.  The number of individuals involved or to be affected is so large that individual participation is
impractical.

b.  There are questions of law or fact common to the individual claims or rights to be determined.

c¢.  The group claims or rights to be determined are typical of the affected individuals’ claims or
rights.

d.  The entire group will be adequately represented in the consolidation.

1.9(10) Implementation and enforcement of isolation and quarantine.

a. Jurisdictional issues. The department has primary jurisdiction to isolate or quarantine
individuals or groups of individuals if the communicable disease outbreak has affected more than one
county or has multicounty, statewide, or interstate public health implications. When imposing isolation
or quarantine, the department shall coordinate with the local health department as appropriate. If
isolation or quarantine is imposed by the department, a local board of health or local health department
may not alter, amend, modify, or rescind the isolation or quarantine order.

b.  Assistance of local boards of health and local health departments. 1f isolation or quarantine is
imposed by the department, the local boards of health and the local health departments in the affected
areas shall assist in the implementation of the isolation or quarantine order.

c.  Assistance of law enforcement. Pursuant to lowa Code section 135.35, all peace officers of
the state shall enforce and execute a lawful department order for isolation or quarantine within their
respective jurisdictions. The department shall take all reasonable measures to minimize the risk of
exposure to peace officers and others assisting with enforcement of an isolation or quarantine order.

d.  Penalty. Pursuant to lowa Code section 135.38, any individual who knowingly violates a
lawful department order for isolation or quarantine, whether written or oral, shall be guilty of a simple
misdemeanor. The court-ordered sentence may include a fine of up to $500 and imprisonment not to
exceed 30 days.

e.  Enforcement action. The department may file a civil action in Polk County district court or in
the district court for the county in which the individual resides or is located to enforce a department
order for isolation or quarantine. Such action shall be filed in accordance with the lowa Rules of Civil

Procedure.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

641—1.10 and 1.11 Reserved.

641—1.12(135,137,139A) Quarantine and isolation—model rule for local boards.

1.12(1) Applicability. The provisions of rule 641—1.12(135,137,139A) are applicable in
jurisdictions in which a local board has adopted this rule by reference in accordance with lowa Code
section 137.6. This rule shall not be construed to require a local board to adopt this model rule.

1.12(2) Definitions.

“Board” means [insert the name of the city, county, or district board of health].

“Department” means the lowa department of public health.

“Isolation” means the separation of persons or animals presumably or actually infected with a
communicable disease, or that are disease carriers, for the usual period of communicability of that



Ch1,p.12 Public Health[641] IAC 12/1/10

disease. Isolation shall be in such places, marked by placards if necessary, and under such conditions to
prevent the direct or indirect conveyance of the infectious agent or contagion to susceptible individuals.

“Quarantinable disease” means any communicable disease which presents a risk of serious harm
to public health and which may require isolation or quarantine to prevent its spread. “Quarantinable
disease” includes but is not limited to cholera; diphtheria; infectious tuberculosis; plague; smallpox;
yellow fever; viral hemorrhagic fevers, including Lassa, Marburg, Ebola, Crimean-Congo, South
American, and others not yet isolated or named; novel influenza; and severe acute respiratory syndrome
(SARS).

“Quarantine” means the limitation of freedom of movement of persons or animals that have been
exposed to a communicable disease, within specified limits marked by placards, for a period of time
equal to the longest usual incubation period of the disease. The limitation of movement shall be in such
manner as to prevent the spread of a communicable disease.

1.12(3) General provisions.

a. Voluntary confinement. Prior to instituting mandatory isolation or quarantine pursuant to this
rule, the board may request that an individual or group of individuals voluntarily confine themselves to
a private home or other facility.

b.  Quarantine and isolation. The board is authorized to impose and enforce quarantine and
isolation restrictions. Quarantine and isolation shall rarely be imposed by the board. If a quarantinable
disease occurs in lowa, individuals with a suspected or active quarantinable disease and contacts to the
case may be quarantined or isolated as the particular situation requires. Any quarantine or isolation
imposed by the board shall be established and enforced in accordance with this rule.

¢.  Thelocal board of health shall notify, consult and work cooperatively with the lowa department
of agriculture and land stewardship and the state veterinarian office on issues relating to isolation and
quarantine of animals.

1.12(4) Conditions and principles. The board shall adhere to all of the following conditions and
principles when isolating or quarantining individuals or a group of individuals:

a. Theisolation or quarantine shall be by the least restrictive means necessary to prevent the spread
of a communicable or possibly communicable disease to others and may include, but is not limited to,
confinement to private homes, other private premises, or public premises.

b.  Isolated individuals shall be confined separately from quarantined individuals.

c¢.  The health status of isolated or quarantined individuals shall be monitored regularly to
determine if the individuals require further or continued isolation or quarantine.

d. If a quarantined individual subsequently becomes infected or is reasonably believed to have
become infected with a communicable or possibly communicable disease, the individual shall be
promptly removed to isolation.

e. Isolated or quarantined individuals shall be immediately released when the board determines
that the individuals pose no substantial risk of transmitting a communicable or possibly communicable
disease.

f The needs of isolated or quarantined individuals shall be addressed in a systematic and
competent fashion including, but not limited to, providing adequate food; clothing; shelter; means of
communicating with those in and outside of isolation or quarantine; medication; and competent medical
care.

g The premises used for isolation or quarantine shall be maintained in a safe and hygienic manner
and shall be designed to minimize the likelihood of further transmission of infection or other harm to
isolated or quarantined individuals.

h.  To the extent possible, cultural and religious beliefs shall be considered in addressing the needs
of individuals in isolation and quarantine premises and in establishing and maintaining the premises.

1.12(5) Isolation and quarantine premises.

a.  Sites of isolation or quarantine shall be prominently placarded with isolation or quarantine signs
prescribed and furnished by the department and posted on all sides of the building wherever access is
possible.
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b.  Anindividual subject to isolation or quarantine shall obey the rules and orders of the board and
shall not go beyond the isolation or quarantine premises.

c¢.  The department or the board may authorize physicians, health care workers, or others access
to individuals in isolation or quarantine as necessary to meet the needs of isolated or quarantined
individuals.

d. No individual, other than an individual authorized by the department or the board, shall enter
an isolation or quarantine premises. If the department has requested the assistance of law enforcement
in enforcing the isolation or quarantine, the department shall provide law enforcement personnel with a
list of individuals authorized to enter the isolation or quarantine premises.

e. Any individual entering an isolation or quarantine premises with or without authorization of
the department or the board may be isolated or quarantined pursuant to this rule.

1.12(6) Isolation and quarantine.

a. Authority. The board may:

(1) Isolate individuals who are presumably or actually infected with a quarantinable disease;

(2) Quarantine individuals who have been exposed to a quarantinable disease;

(3) Establish and maintain places of isolation and quarantine; and

(4) Adopt emergency rules and issue orders as necessary to establish, maintain, and enforce
isolation or quarantine.

b.  Isolation and quarantine undertaken by the board shall be accomplished in accordance with this
rule.

¢. Temporary isolation and quarantine without notice. The board may temporarily isolate or
quarantine an individual or groups of individuals through an oral order, without notice, only if delay
in imposing the isolation or quarantine would significantly jeopardize the board’s ability to prevent or
limit the transmission of a communicable or possibly communicable disease to others. If the board
imposes temporary isolation or quarantine of an individual or groups of individuals through an oral
order, the board shall issue a written order as soon as is reasonably possible and in all cases within 24
hours of issuance of the oral order if continued isolation or quarantine is necessary to prevent or limit
the transmission of a communicable or possibly communicable disease.

d.  Written order. The board may isolate or quarantine an individual or groups of individuals
through a written order issued pursuant to this rule.

(1) The written order shall include all of the following:

1. The identity of the individual, individuals, or groups of individuals subject to isolation or
quarantine.

2. The premises subject to isolation or quarantine.

3. The date and time at which isolation or quarantine commences.

4. The suspected communicable disease.

5. A description of the less restrictive alternatives that were attempted and were unsuccessful, or
the less restrictive alternatives that were considered and rejected, and the reasons such alternatives were
rejected.

6. A statement of compliance with the conditions and principles for isolation and quarantine
specified in subrule 1.12(4).

7. The legal authority under which the order is imposed.

8.  The medical basis upon which isolation or quarantine is justified.

9. A statement advising the individual, individuals, or groups of individuals of the right to appeal
the written order pursuant to subrule 1.12(7) and the rights of individuals and groups of individuals
subject to quarantine and isolation as listed in subrule 1.12(8).

10. A copy of this rule and the relevant definitions.

(2) A copy of the written order shall be provided to the individual to be isolated or quarantined
within 24 hours of issuance of the order in accordance with any applicable process authorized by the lowa
Rules of Civil Procedure. If the order applies to a group or groups of individuals and it is impractical to
provide individual copies, the order may be posted in a conspicuous place in the isolation or quarantine
premises.
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1.12(7) Appeal from order imposing isolation or quarantine.

a. Appeal. The subject of a board order imposing isolation or quarantine may appeal a written
order by submitting a written appeal within ten days of receipt of the written order. The appeal shall be
addressed to [insert name of board and board address]. Unless stayed by order of the board or a district
court, the written order for quarantine or isolation shall remain in force and effect until the appeal is
finally determined and disposed of upon its merits.

b.  Proceeding. The appeal proceeding shall be conducted in accordance with this rule [or insert
specific board rule governing appeal proceedings]. The proceeding shall be held as soon as is practicable,
and in no case later than ten days from the date of receipt of the appeal. The hearing may be held by
telephonic or other electronic means if necessary to prevent additional exposure to the communicable or
possibly communicable disease. In extraordinary circumstances and for good cause shown, the board
may continue the proceeding date for up to ten days, giving due regard to the rights of the affected
individuals, the protection of the public’s health, and the availability of necessary witnesses and evidence.
At the appeal proceeding, the subject of the appeal shall have the right to introduce evidence on all issues
relevant to the order. The board, by majority vote, may modify, withdraw, or order compliance with the
order under appeal.

c¢. Judicial review. The aggrieved party to the final decision of the board may petition for judicial
review of that action by filing an action in the appropriate district court. Petitions for judicial review
shall be filed within 30 days after the decision becomes final.

d.  Immediate judicial review of board order. The board acknowledges that in certain
circumstances the subject or subjects of a board order may desire immediate judicial review of a board
order in lieu of proceeding with the board’s appeal process. The board may consent to immediate
jurisdiction of the district court when requested by the subject or subjects of a board order and justice
so requires. Unless stayed by order of the board or a district court, the written order for quarantine or
isolation shall remain in force and effect until the judicial review is finally determined and disposed of
upon its merits.

1.12(8) Rights of individuals and groups of individuals subject to isolation or quarantine. Any
individual or group of individuals subject to isolation or quarantine shall have the following rights:

a. The right to be represented by legal counsel.

b.  The right to be provided with prior notice of the date, time, and location of any hearing.

c¢.  The right to participate in any hearing. The hearing may be held by telephonic or other
electronic means if necessary to prevent additional exposure to the communicable or possibly
communicable disease.

d.  The right to respond and present evidence and argument on the individual’s own behalf in any
hearing.

e.  The right to cross-examine witnesses who testify against the individual.

f The right to view and copy all records in the possession of the board which relate to the subject
of the written order.

1.12(9) Consolidation of claims. In any proceeding brought pursuant to this rule, to promote the fair
and efficient operation of justice and having given due regard to the rights of the affected individuals,
the protection of the public’s health, and the availability of necessary witnesses and evidence, the board
or a court may order the consolidation of individual claims into group claims, if all of the following
conditions exist:

a.  The number of individuals involved or to be affected is large enough that consolidation would
be the best use of resources.

b.  There are questions of law or fact common to the individual claims or rights to be determined.

c¢.  The group claims or rights to be determined are typical of the affected individuals’ claims or
rights.

d.  The entire group will be adequately represented in the consolidation.

1.12(10) Implementation and enforcement of isolation and quarantine.

a. Jurisdictional issues. The department has primary jurisdiction to isolate or quarantine
individuals or groups of individuals if the communicable disease outbreak has affected more than one
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county or has multicounty, statewide, or interstate public health implications. If isolation or quarantine
is imposed by the department, the board may not alter, amend, modify, or rescind the isolation or
quarantine order.

b.  Assistance of local boards of health and local health departments. 1f isolation or quarantine is
imposed by the department, the local boards of health and the local health departments in the affected
areas shall assist in the implementation of the isolation or quarantine order.

¢.  Penalty. Pursuant to lowa Code sections 137.21 and 139A.25(1), any individual who violates
a lawful board order for isolation or quarantine, whether written or oral, shall be guilty of a simple
misdemeanor. The court-ordered sentence may include a fine of up to $500 and imprisonment not to
exceed 30 days.

d.  Enforcement action. The board, through the office of the county attorney, may file a civil action
in the appropriate district court to enforce a board order for isolation or quarantine. Such action shall be

filed in accordance with the Iowa Rules of Civil Procedure.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

641—1.13(135,139A) Area quarantine.

1.13(1) General provisions. The department and local boards of health are authorized to impose
and enforce area quarantine in accordance with this rule. Area quarantine shall rarely be imposed by the
department or by local boards of health.

1.13(2) Conditions and principles. The department and local boards of health shall adhere to all of
the following conditions and principles when imposing and enforcing area quarantine:

a. Area quarantine shall be imposed by the least restrictive means necessary to prevent or contain
the spread of a suspected or confirmed quarantinable disease or suspected or known hazardous or toxic
agent.

b.  Area quarantine shall be immediately terminated when the department or a local board of health
determines that no substantial risk of exposure to a quarantinable disease or hazardous or toxic agent
continues to exist.

c. The geographic boundaries of an area quarantine shall be established by risk assessment
procedures including medical and scientific analysis of the quarantinable disease or hazardous or
toxic agent, the location of the affected area, the risk of spread or contamination, and other relevant
information.

1.13(3) Area quarantine sites.

a. Sites of area quarantine shall be prominently identified to restrict ingress to and egress from
the area, to the extent practicable. The department or a local board of health may placard or otherwise
identify the site, or may request the assistance of law enforcement in identifying the site.

b.  No individual, other than an individual authorized by the department or a local board of health,
shall enter a building, structure, or other physical location subject to area quarantine. The department
or a local board of health may authorize public health officials, environmental specialists, health care
providers, or others access to an area quarantine site as necessary to conduct public health investigations,
to decontaminate the site, or for other public health purposes. Notwithstanding any provision in this
chapter to the contrary, law enforcement, fire service, and emergency medical service providers may enter
an area quarantine site to provide emergency response services or to conduct emergency law enforcement
investigations or other emergency activities without authorization by the department or a local board
of health. If the department has requested the assistance of law enforcement in enforcing the area
quarantine, the department shall provide law enforcement personnel with a list of individuals authorized
to enter the area quarantine site.

¢.  An individual authorized to enter an area quarantine site may be required to wear personal
protective equipment as appropriate.

d.  No individual, other than an individual authorized by the department or a local board of health,
shall remove any item or object from a building, structure, or other physical location subject to area
quarantine.
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e.  Anindividual entering an area quarantine site without authorization of the department or a local
board of health may be isolated or quarantined pursuant to rule 641—1.9(135,139A) and may be found
guilty of a simple misdemeanor.

1.13(4) Area quarantine by local boards of health or the department of public health.

a.  Authority.

(1) The department, through the director, the department’s medical director, or the director or
medical director’s designee, may impose area quarantine through oral or written order. Prior to imposing
area quarantine, the department shall attempt to notify the local board or boards of health in the affected
geographic area. If attempts to notify the local boards of health are initially unsuccessful, the department
shall continue to make regular notification attempts until successful.

(2) A local board of health may impose area quarantine through oral or written order. Prior to
imposing area quarantine, a local board of health shall attempt to notify the department by contacting the
director, medical director, or department duty officer by telephone. If attempts to notify the department
are initially unsuccessful, the local board of health shall continue to make regular notification attempts
until successful.

b.  Temporary area quarantine without notice. The department or a local board of health may
temporarily impose area quarantine through an oral order, without notice, only if delay in imposing
area quarantine would significantly jeopardize the department’s or local board’s ability to prevent or
contain the spread of a suspected or confirmed quarantinable disease or to prevent or contain exposure
to a suspected or known hazardous or toxic agent. If the department or local board imposes temporary
area quarantine through an oral order, a written order shall be issued as soon as is reasonably possible
and in all cases within 24 hours of issuance of the oral order if continued area quarantine is necessary.

c.  Written order. The department or local board may impose area quarantine through a written
order issued pursuant to this rule.

(1) The written order shall include all of the following:

1. Thebuilding or buildings, structure or structures, or other definable physical location, or portion
thereof, subject to area quarantine.

2. The date and time at which area quarantine commences and the date and time at which the area
quarantine shall be terminated, if known.

3. The suspected or confirmed quarantinable disease or the chemical, biological, radioactive, or
other hazardous or toxic agent.

4. A statement of compliance with the conditions and principles for area quarantine specified in
subrule 1.13(2).

5. The legal authority under which the order is imposed.

6. The medical or scientific basis upon which area quarantine is justified.

7. A statement advising the owner or owners of the building or buildings, structure or structures,
or other definable physical location subject to area quarantine of the right to appeal the written order
pursuant to subrule 1.13(5) and the rights of owners of sites subject to area quarantine pursuant to subrule
1.13(6).

8. A copy of 641—Chapter 1 and the relevant provisions of this rule.

(2) A copy ofthe written order shall be provided to the owner or owners of the building or buildings,
structure or structures, or other definable physical location subject to area quarantine within 24 hours of
issuance of the order in accordance with any applicable process authorized by the Iowa Rules of Civil
Procedure; or, if the order applies to a group of owners and it is impractical to provide individual notice
to each owner, the written order shall be posted in a conspicuous place at the site of area quarantine.

1.13(5) Appeal from order imposing area quarantine.

a. Contested case. The subject of a department order imposing area quarantine may appeal a
written order and has the right to a contested case hearing regarding such appeal. The subject of a
department order imposing area quarantine may appeal the order by submitting a written appeal within
10 days of receipt or other notice of the written order. The appeal shall be addressed to the Local Board
of Health or to the Department of Public Health, Division of Acute Disease Prevention and Emergency
Response, Lucas State Office Building, Des Moines, lowa 50319-0075. Unless stayed by order of the
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director or a district court, the written order for area quarantine shall remain in force and effect until the
appeal is finally determined and disposed of upon its merits.

b.  Presiding officer. The presiding officer in a contested case shall be the director or the director’s
designee. The director or the director’s designee may be assisted by an administrative law judge in
conducting the contested case hearing. The decision of the director or the director’s designee shall be
the agency’s final decision and is subject to judicial review in accordance with the provisions of Iowa
Code chapter 17A.

c¢.  Proceeding. The contested case hearing shall be conducted in accordance with the provisions
contained at 641—Chapter 173. The hearing shall be held as soon as is practicable, and in no case
later than 10 days from the date of receipt of the appeal. In extraordinary circumstances and for good
cause shown, the department may apply to continue the hearing date on a petition filed pursuant to this
paragraph for up to 10 days, which continuance the presiding officer may grant in the presiding officer’s
discretion giving due regard to the rights of the affected individuals, the protection of the public’s health,
and the availability of necessary witnesses and evidence.

d. Judicial review. The aggrieved party to the final decision of the department may petition for
judicial review of that action pursuant to lowa Code chapter 17A. Petitions for judicial review shall be
filed within 30 days after the decision becomes final.

e. Immediate judicial review of department order. The department or local board acknowledges
that in certain circumstances the subject or subjects of a department order may desire immediate judicial
review of a department order in lieu of proceeding with the contested case process. The department
recognizes that the procedural step of pursuing exhaustion of administrative remedies may be inadequate
for purposes of lowa Code section 17A.19, and the department may consent to immediate jurisdiction of
the district court when requested by the subject or subjects of a department order and justice so requires.
Unless stayed by order of the director or a district court, the written order for area quarantine shall remain
in force and effect until the judicial review is finally determined and disposed of upon its merits.

1.13(6) Rights of owners of sites subject to area quarantine. An owner of a building, structure, or
other physical location subject to area quarantine shall have the following rights:

a. The right to be represented by legal counsel.

b.  The right to be provided with prior notice of the date, time, and location of any hearing.

c.  The right to participate in any hearing.

d.  The right to respond and present evidence and argument on the owner’s own behalf in any
hearing.

e.  The right to cross-examine witnesses who testify against the owner or individual.

1~ The right to view and copy all records in the possession of the department which relate to the
subject of the written order.

1.13(7) Consolidation of claims. In any proceeding brought pursuant to this rule, to promote the fair
and efficient operation of justice and having given due regard to the rights of the affected individuals, the
protection of the public’s health, and the availability of necessary witnesses and evidence, the department
or a court may order the consolidation of individual claims into group claims, if all of the following
conditions exist:

a. The number of individuals involved or who may be affected is so large that individual
participation is impractical.

b.  There are questions of law or fact common to the individual claims or rights to be determined.

c¢.  The group claims or rights to be determined are typical of the affected individuals’ claims or
rights.

d.  The entire group will be adequately represented in the consolidation.

1.13(8) Implementation and enforcement of area quarantine.

a. Jurisdictional issues. The department has primary jurisdiction to impose area quarantine if the
quarantinable disease or hazardous or toxic agent has affected more than one county and implicates
multicounty or statewide public health concerns. If area quarantine is imposed by the department, a local
board of health or local health department may not alter, amend, modify, or rescind the area quarantine
order.
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b.  Assistance of local boards of health and local health departments. 1f area quarantine is imposed
by the department, the local boards of health and the local health departments in the affected areas shall
assist in the implementation of the area quarantine.

c.  Assistance of law enforcement. Pursuant to lowa Code section 135.35, all peace officers of the
state shall enforce and execute a lawful department order for area quarantine within their respective
jurisdictions. The department shall take all reasonable measures to minimize the risk of individual
exposure of peace officers and others assisting with enforcement of an area quarantine order.

d. Emergency response,  investigation, and decontamination—authority  of other
agencies. Emergency response, investigation, and decontamination activities in and around an area
quarantine site shall be conducted by law enforcement, fire service, emergency medical service
providers, or other appropriate federal, state, or local officials in accordance with federal and state law
and accepted procedures and protocols for emergency response, investigation, and decontamination.
This rule shall not be construed to limit the authority of law enforcement, fire service, emergency
medical service providers, or other federal, state, or local officials to conduct emergency response,
investigation, or decontamination activities to the extent authorized by federal and state law and
accepted procedures and protocols.

e.  Penalty. Pursuant to lowa Code section 135.38, any individual who knowingly violates a lawful
department order for area quarantine, whether written or oral, shall be guilty of a simple misdemeanor.
The court-ordered sentence may include a fine of up to $500 and imprisonment not to exceed 30 days.

f Enforcement action. To enforce a department order for quarantine, the department may file
a civil action in Polk County District Court or in the district court for the county in which the area
quarantine will be enforced. Such action shall be filed in accordance with the lowa Rules of Civil

Procedure.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

SPECIFIC NONCOMMUNICABLE CONDITIONS

641—1.14(139A) Cancer. Each occurrence of a reportable cancer that is diagnosed or treated in an lowa
resident or occurs in a nonresident who is diagnosed or treated in an lowa facility shall be reported to
the State Health Registry of lowa, administered by the Department of Epidemiology of the College of
Public Health at the University of lowa, by mail, telephone or electronic means.

1.14(1) Who is required to report. Occurrences of reportable cancers shall be reported by registrars
employed by the State Health Registry of lowa, registrars employed by health care facilities, and health
care providers involved in the diagnosis, care, or treatment of individuals with a reportable cancer.

1.14(2) What to report. The content of the reports shall include, but not be limited to, follow-up
data and demographic, diagnostic, treatment, and other medical information. Tissue samples may also
be submitted under the authority of this rule.

1.14(3) How to report. For these particular diseases, physicians and other health practitioners should
not send a report to the department.

a. The department has delegated to the State Health Registry of lowa the responsibility for
collecting these data through review of records from hospitals, radiation treatment centers, outpatient
surgical facilities, oncology clinics, pathology laboratories, and physician offices.

b.  Prior to collecting the data from an office or facility, the State Health Registry of Iowa shall
work with the office or facility to develop a process for abstracting records which is agreeable to the
office or facility.

c¢.  Where applicable, reportable cancers shall be reported on forms developed and distributed by
the State Health Registry of lowa.

d. Data will be supplemented with information obtained from records from hospitals, radiation
treatment centers, outpatient surgical centers, oncology clinics, pathology laboratories, and physician

offices through an abstracting process developed by the State Health Registry of lowa.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]
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641—1.15(144) Congenital and inherited disorders. Each occurrence of a congenital and inherited
disorder that is diagnosed or treated in an Iowa resident or occurs in a nonresident who is diagnosed
or treated in an lowa facility is a reportable condition, and records of these congenital and inherited
disorders shall be abstracted and maintained in a central registry. Congenital and inherited disorder
surveillance shall be performed in order to determine the occurrence and trends of congenital and
inherited disorders, to conduct thorough and complete epidemiological surveys, to assist in the planning
for and provision of services to children with congenital and inherited disorders and their families, and
to identify environmental and genetic risk factors for congenital and inherited disorders.

1.15(1) Who is required to report. Occurrences of reportable congenital and inherited disorders
shall be reported by registrars employed by the Iowa Registry for Congenital and Inherited Disorders,
registrars employed by health care facilities, and health care providers involved in the diagnosis, care,
or treatment of individuals with reportable congenital and inherited disorders.

1.15(2) What to report. The content of the reports shall include, but not be limited to, follow-up
data and demographic, diagnostic, treatment, and other medical information. Tissue samples may also
be submitted under the authority of this rule.

1.15(3) How to report.

a. The department has delegated to the lowa Registry for Congenital and Inherited Disorders the
responsibility for collecting these data through review of records from hospitals, radiation treatment
centers, outpatient surgical facilities, oncology clinics, pathology laboratories, and physician offices.

b.  Prior to collecting the data from an office or facility, the lowa Registry for Congenital and
Inherited Disorders shall work with the office or facility to develop a process for abstracting records.

1.15(4) Fetal death (stillbirth). Each occurrence of a fetal death that occurs in an lowa resident or
occurs in a nonresident who is identified in an Iowa facility is a reportable condition.

a. Providers shall complete the fetal death certificate supplied by the department.

b.  Fetal death certificates are to be filed with the department’s bureau of vital records within seven

days.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

641—1.16(139A) Agriculturally related injury.

1.16(1) Who is required to report.

a. Health care providers are required to report all cases of agriculturally related injury attended
by them.

b.  Clinics, hospitals and other health care facilities are required to report all cases of agriculturally
related injury treated at their facility.

c.  Health care providers who reside and health care facilities that are located outside the state of
Iowa shall report all cases of agriculturally related injury of an Iowa resident that are attended or treated
by them.

d. Medical examiners are required to report their investigatory findings of any death occurring
within the state of lowa which was caused by or otherwise involved a reportable agriculturally related
injury.

1.16(2) What to report. Each report shall contain all of the following information:

The patient’s name.

The patient’s address.

The patient’s date of birth.

The sex of the patient.

The race and ethnicity of the patient.

The patient’s marital status.

The patient’s telephone number.

If the patient is female, whether the patient is pregnant.

In the case of occupational conditions, the name of the patient’s employer.
The date that the injury occurred.

TN IR TN AN SR
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k. The name and address of the health care provider who diagnosed and treated the injury, and the
name of the reporting site, clinic, or hospital.

[ Injury diagnosis and description, including diagnostic and external cause of injury codes
utilizing the international classification of diseases (ICD) coding system.

m. Severity of injury.

1.16(3) How to report.

a. All data shall be reported to the department at least quarterly using formats approved by the
department. Reports, using the lowa Agricultural Injury Report Form found at www.idph.state.ia.us,
may be submitted by facsimile to (515)281-4529, or by mail to the lowa Department of Public Health,
Bureau of Lead Poisoning Prevention, Occupational Safety and Health Surveillance Program, Lucas
State Office Building, 321 E. 12th Street, Des Moines, lowa 50319-0075. Information may also be
reported by telephone to 1-800-972-2026 during normal office hours.

b.  Trauma centers may report using the lowa Trauma Patient Registry COLLECTOR software
by indicating “Yes” for farm and agriculturally related injury. For more information about using the
Iowa Trauma Patient Registry for reporting, contact the lowa Department of Public Health Bureau of

Emergency Medical Services at 1-800-728-3367.
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

CONFIDENTIALITY

641—1.17(139A,22) Confidentiality.

1.17(1) A report or other information provided to or maintained by the department, a local board, or
a local department which identifies a person infected with or exposed to a reportable or other disease or
health condition is confidential and shall not be accessible to the public.

1.17(2) The identity of a business named in a report or investigation is confidential and shall not
be accessible to the public. If information contained in a report or other information provided to or
maintained by the department, a local board, or a local department concerns a business, information
disclosing the identity of the business may be released to the public when the state public health medical
director and epidemiologist or the director determines such a release of information necessary for the
protection of the public.

1.17(3) Reportable disease records and information, with the exception of AIDS and HIV records,
which identify a person or a business named in a report, may be disclosed under the following limited
circumstances:

a. By and between department employees and agents who have a need for the record in the
performance of their duties.

b. By and between department employees and agents and local boards of health and local health
departments as necessary to conduct an investigation.

c¢. By and between department employees and agents and health care providers, laboratories, and
hospitals as necessary to conduct an investigation.

d. By and between department employees and agents and employees and agents of federal, state,
and local agencies as necessary to conduct an investigation.

e. Reportable disease information may be included in a quarantine or isolation order or placard as
necessary to prevent the spread of a quarantinable disease.

" Pursuant to rule 641—175.9(17A,22) or 641—175.10(17A,22).
[ARC 8231B, IAB 10/7/09, effective 11/11/09]

These rules are intended to implement lowa Code chapters 135, 136A, 139A, 141A and 144.
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APPENDIX A
Iowa Department of Public Health
Table of Reportable Communicable and Infectious Diseases

Report cases of the diseases listed in the following table to the department within the time frame specified
in the When to Report column and by the reporting method in the How to Report column.

To report diseases immediately, use the 24/7 disease reporting telephone hotline: 1-800-362-2736.

IMMEDIATELY report diseases, syndromes, poisonings and conditions of any kind suspected or
caused by a biological, chemical, or radiological agent or toxin when there is reasonable suspicion
that the disease, syndrome, poisoning or condition may be the result of a deliberate act such as
terrorism.

IMMEDIATELY report to the department outbreaks of any kind, diseases that occur in unusual
numbers or circumstances, unusual syndromes, or uncommon diseases. Outbreaks may be
infectious, environmental or occupational in origin and include food-borne outbreaks or illness
secondary to chemical exposure (e.g., pesticides, anhydrous ammonia).

Report diseases by:
Entering into the lowa Disease Surveillance System (IDSS): For IDSS-related questions, call the Center
for Acute Disease Epidemiology (CADE) at 1-800-362-2736.

Fax: (515)281-5698

Mail:

Iowa Department of Public Health
Center for Acute Disease Epidemiology
Lucas State Office Building

321 E. 12th Street

Des Moines, Iowa 50319

Isolates shall be sent to:
University Hygienic Laboratory
102 Oakdale Campus, H101 OH
Iowa City, lowa 52242

For specimen submission questions, call (319)335-4500 or go to http://www.uhl.uiowa.edu/.

Diseases When to Report | How to Report
Acquired immune deficiency syndrome (AIDS) 7 days Report by mail
and AIDS-defining conditions ° Health care providers: use the Pediatric

or Adult Confidential Case Report Form

° Laboratories: send copy of lab report or
the Jowa Confidential Report of Sexually
Transmitted Disease & HIV Infection.
Mark envelope “Attention 03”

For HIV/AIDS-related questions, call
(515)242-5141

Anthrax 1 day Phone, IDSS, or fax
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Diseases When to Report | How to Report
Arboviral disease (includes West Nile Disease, 3 days Phone, IDSS, fax or mail
St. Louis, LaCrosse, WEE, EEE, VEE
encephalitis)
Botulism Immediately | 24/7 disease reporting telephone hotline:
800-362-2736
Brucellosis (Burcella) 3 days Phone, IDSS, fax or mail
Campylobacteriosis (Campylobacter) 3 days Phone, IDSS, fax or mail
Chlamydia 3 days Use the Iowa Confidential Report of Sexually
Transmitted Disease and HIV Infection
Cholera Immediately | 24/7 disease reporting telephone hotline:
800-362-2736
Cryptosporidiosis 3 days Phone, IDSS, fax or mail
Cyclospora 3 days Phone, IDSS, fax or mail
Diphtheria Immediately | 24/7 disease reporting telephone hotline:
800-362-2736
Enterococcus invasive disease 3 days Laboratories send isolate to the UHL
Escherichia coli shiga toxin-producing and 3 days Phone, IDSS, fax or mail
related diseases (includes HUS and TTP) Laboratories send isolate to the UHL
Giardiasis (Giardia) 3 days Phone, IDSS, fax or mail
Gonorrhea 3 days Use the Iowa Confidential Report of Sexually
Transmitted Disease and HIV Infection
Group A Streptococcus invasive disease 3 days Send isolate to the UHL
Haemophilus influenza type B invasive disease Immediately | 24/7 disease reporting telephone hotline:
800-362-2736
Laboratories send isolate to the UHL
Hansen’s disease (leprosy) 3 days Phone, IDSS, fax or mail
Hantavirus syndromes 3 days Phone, IDSS, fax or mail
Hepatitis A 1 day Phone, IDSS or fax
Hepatitis B, C, D, E 3 days Phone, IDSS, fax or mail
Human immunodeficiency virus (HIV) cases 7 days Report by mail
) ° Health care providers: use the Pediatric
Death of a person with HIV or Adult Confidential Case Report Form
) ) ° Laboratories: send copy of lab report or
Perinatally expos.ed newborn and child the Iowa Confidential Report of Sexually
(newborn and child who was born to an Transmitted Disease & HIV Infection.
HIV-infected mother) Mark envelope “Attention 03”
For HIV/AIDS-related questions, call
(515)242-5141
Legionellosis (Legionella) 3 days Phone, IDSS, fax or mail
Listeria monocytogenes invasive disease 1 day Phone, IDSS, or fax
Laboratories send isolate to the UHL
Lyme disease 3 days Phone, IDSS, fax or mail
Malaria 3 days Phone, IDSS, fax or mail
Measles (rubeola) Immediately | 24/7 disease reporting telephone hotline:
800-362-2736
Meningococcal invasive disease Immediately | 24/7 disease reporting telephone hotline:
800-362-2736
Laboratories send isolate to the UHL
Mumps 3 days Phone, IDSS, fax or mail
Pertussis 3 days Phone, IDSS, fax or mail
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Diseases When to Report | How to Report

Plague Immediately | 24/7 disease reporting telephone hotline:
800-362-2736

Poliomyelitis Immediately | 24/7 disease reporting telephone hotline:
800-362-2736

Psittacosis 3 days Phone, IDSS, fax or mail

Rabies, animal 3 days Phone, IDSS, fax or mail

Rabies, human Immediately 24/7 disease reporting telephone hotline:
800-362-2736

Rocky Mountain spotted fever 3 days Phone, IDSS, fax or mail

Rubella (including congenital) 1 day Phone, IDSS, fax or mail

Salmonellosis (Salmonella) 3 days Phone, IDSS, fax or mail
Laboratories send isolate to the UHL

Severe acute respiratory syndrome (SARS) Immediately | 24/7 disease reporting telephone hotline:
800-362-2736

Shigellosis (Shigella) 3 days Phone, IDSS, fax or mail
Laboratories send isolate to the UHL

Smallpox Immediately | 24/7 disease reporting telephone hotline:
800-362-2736

Staphylococcus aureus invasive disease: 3 days Laboratories send isolate to the UHL

Methicillin-resistant invasive disease (number Mail the number of staphylococcus isolated

of S. aureus isolates should be reported to the quarterly to UHL

department quarterly)

Vancomycin-resistant S. aureus Immediately 24/7 disease reporting telephone hotline:
800-362-2736

Streptococcus pneumoniae invasive disease 3 days Laboratories send isolate to the UHL

Syphilis 3 days Use the lowa Confidential Report of Sexually
Transmitted Disease and HIV Infection

Tetanus 3 days Phone, IDSS, fax or mail

Toxic Shock Syndrome 3 days Phone, IDSS, fax or mail

Trichinosis 3 days Phone, IDSS, fax or mail

Tuberculosis 3 days Phone, IDSS, fax or mail

Typhoid fever 1 day Phone, IDSS or fax

Yellow fever Immediately | 24/7 disease reporting telephone hotline:
800-362-2736
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APPENDIX B
Iowa Department of Public Health
Table of Reportable Poisonings and Conditions

Report cases of the poisonings and conditions listed in the following table to the department within the
time frame specified in the When to Report column and by the reporting method in the How to Report
column.

To report diseases immediately, use the 24/7 disease reporting telephone hotline: 1-800-362-2736.

IMMEDIATELY report diseases, syndromes, poisonings and conditions of any kind suspected or
caused by a biological, chemical, or radiological agent or toxin when there is reasonable suspicion
that the disease, syndrome, poisoning or condition may be the result of a deliberate act such as
terrorism.

IMMEDIATELY report to the department outbreaks of any kind, diseases that occur in unusual
numbers or circumstances, unusual syndromes, or uncommon diseases. Outbreaks may be
infectious, environmental or occupational in origin and include food-borne outbreaks or illness
secondary to chemical exposure (e.g., pesticides, anhydrous ammonia).

Mailing address:

Bureau of Lead Poisoning Prevention Division of Environmental Health
Iowa Department of Public Health

321 East 12th Street

Des Moines Iowa 50319-0075

Telephone: 1-800-972-2026

Fax: (515)281-4529

Poisoning or Condition Cases to Report When to Report | How to Report

Arsenic poisoning Blood arsenic values equal to or Weekly Format specified by department.
greater than 70 pg/L Web-based reporting if available.
Urine arsenic values equal to Alternatives include by mail,
or greater than 100 pg/g of telephone, and facsimile.
creatinine

Blood lead testing All analytical results greater than Daily By telephone: 800-972-2026

or equal to 20 micrograms per
deciliter (ng/dL) in a child under
the age of 6 years or a pregnant

woman
All other analytical values for all Weekly Electronic format specified by
blood lead analyses the department

Cadmium poisoning Blood cadmium values equal to Weekly Format specified by department.
or greater than 5 pg/L Web-based reporting if available.
Urine cadmium values equal Alternatives include by mail,
to or greater than 3 pg/g of telephone, and facsimile.

creatinine
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Poisoning or Condition

Cases to Report

When to Report

How to Report

Carbon monoxide (CO) Blood carbon monoxide level Daily By telephone: 800-972-2026
poisoning equal to or greater than
10% carboxyhemoglobin or its
equivalent with a breath analyzer
test, or a clinical diagnosis of
CO poisoning regardless of any
test results
Hypersensitivity All cases Weekly Format specified by department.
pneumonitis Web-based reporting if available.
Alternatives include by mail,
telephone, and facsimile.
Mercury poisoning Blood mercury values equal to Weekly Format specified by department.
or greater than 2.8 ng/dL Web-based reporting if available.
Urine mercury values equal to or Alternatives include by mail,
greater than 20 pg/L telephone, and facsimile.
Methemoglobinemia Blood analyses showing greater Weekly Format specified by department.
than 5% of total hemoglobin Web-based reporting if available.
present as methemoglobin Alternatives include by mail,
telephone, and facsimile.
Noncommunicable All cases Weekly Format specified by department.
respiratory illness Web-based reporting if available.
Alternatives include by mail,
telephone, and facsimile.
Occupationally related All cases Weekly Format specified by department.
asthma, bronchitis or Web-based reporting if available.
respiratory hypersensitivity Alternatives include by mail,
reaction telephone, and facsimile.
Pesticide poisoning All cases Weekly Format specified by department.
(including pesticide-related Web-based reporting if available.
contact dermatitis) Alternatives include by mail,
telephone, and facsimile.
Severe skin disorder All cases Weekly Format specified by department.
Web-based reporting if available.
Alternatives include by mail,
telephone, and facsimile.
Toxic hepatitis All cases Weekly Format specified by department.

Web-based reporting if available.
Alternatives include by mail,
telephone, and facsimile

[Filed November 20, 1970; amended August 31, 1971]

[Filed emergency 8/15/77—published 9/7/77, effective 8/15/77]
[Filed 11/10/77, Notice 10/5/77—published 11/30/77, effective 1/4/78]
[Filed 4/3/81, Notice 2/18/81—published 4/29/81, effective 6/5/81]
[Filed 2/12/82, Notice 10/28/81—published 3/3/82, effective 4/7/82]
[Filed 11/18/83, Notice 8/31/83—published 12/7/83, effective 1/13/84]
[Filed 8/14/85, Notice 4/24/85—published 9/11/85, effective 10/16/85]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 11/17/88, Notice 6/1/88—published 12/14/88, effective 1/18/89]
[Filed 5/10/89, Notice 4/5/89—published 5/31/89, effective 7/5/89]
[Filed 11/9/89, Notice 10/4/89—published 11/29/89, effective 1/3/90]
[Filed 9/24/90, Notice 8/8/90—published 10/17/90, effective 11/21/90]
[Filed 7/17/92, Notice 4/1/92—published 8/5/92, effective 9/9/92]
[Filed 11/6/92, Notice 9/16/92—published 11/25/92, effective 1/1/93]
[Filed 7/16/93, Notice 4/28/93—published 8/4/93, effective 9/8/93]
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[Filed emergency 1/11/96 after Notice 11/8/95—published 1/31/96, effective 1/12/96]
[Filed 3/15/96, Notice 1/31/96—published 4/10/96, effective 5/15/96]
[Filed 7/10/98, Notice 5/6/98—published 7/29/98, effective 9/2/98]
[Filed 11/10/98, Notice 9/23/98—published 12/2/98, effective 1/6/99]
[Filed 5/10/01, Notice 4/4/01—published 5/30/01, effective 7/4/01]
[Filed emergency 9/14/01—published 10/3/01, effective 9/14/01]
[Filed 11/19/01, Notice 10/3/01—published 12/12/01, effective 1/16/02]0
[Filed 1/16/04, Notice 12/10/03—published 2/4/04, effective 3/10/04]
[Filed 1/13/05, Notice 11/24/04—published 2/2/05, effective 3/9/05]
[Filed 5/12/05, Notice 3/30/05—published 6/8/05, effective 7/13/05]
[Filed 1/10/07, Notice 11/22/06—published 1/31/07, effective 3/7/07]
[Filed 11/14/07, Notice 10/10/07—published 12/5/07, effective 1/9/08]
[Filed ARC 8231B (Notice ARC 7966B, IAB 7/15/09), IAB 10/7/09, effective 11/11/09]
[Filed Emergency ARC 9250B, IAB 12/1/10, effective 11/10/10]
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CHAPTER 2
HEPATITIS PROGRAMS

VIRAL HEPATITIS PROGRAM—VACCINATIONS AND TESTING

641—2.1(135) Definitions. For the purpose of these rules, the following definitions shall apply:

“Contracted agencies ” means local health departments, clinics, and community-based organizations
that are funded by the department to provide HCV testing and vaccination services.

“Department” means the lowa department of public health.

“HCV” means the hepatitis C virus as defined by the Centers for Disease Control and Prevention of
the United States Department of Health and Human Services.

“Viral hepatitis” means inflammation of the liver caused by one of several viruses: hepatitis A, B,
C (formerly non-A, non-B), D and E.

641—2.2(135) Purpose. The purpose of the viral hepatitis program shall be to distribute information,
offer HCV testing, and offer hepatitis A and B vaccinations to the citizens of this state who are at an
increased risk of viral hepatitis exposure.

641—2.3(135) Exposure risks for hepatitis C virus. The following individuals are at increased risk
of exposure to HCV as outlined by the Centers for Disease Control and Prevention of the United States
Department of Health and Human Services.

2.3(1) The following individuals are at high risk of infection:

a. Injection drug users (IDUs);

b.  Recipients of clotting factors made before 1987; and

c¢.  Hemodialysis patients.

2.3(2) The following individuals are at intermediate risk of infection:

a. Recipients of blood or solid organs before 1992;

b.  Persons with undiagnosed liver problems; and

c.  Infants born to HCV-infected mothers.

2.3(3) The following individuals are at low risk of infection:

a. Health care/public safety workers;

b.  Persons having sex with multiple partners; and

c.  Persons having sex with an HCV-infected steady partner.

641—2.4(135) Information for public distribution. The department shall make available educational
materials to the public on hepatitis C infection, how to avoid transmitting the virus, and where to seek
counseling and testing services. The information shall be available on the department’s Web site at
http://www.idph.state.ia.us/adper/hepatitis.asp and by mail to HIV/AIDS Hepatitis Program, Lucas State
Office Building, 321 East 12th Street, Des Moines, lowa 50319.

641—2.5(135) Hepatitis vaccination and testing program.

2.5(1) When sufficient state and federal funds are available, the department will establish a
vaccination and testing program. The program shall offer HCV testing and hepatitis A and B
vaccinations through local health departments, clinics, and community-based organizations to high-risk
individuals as defined in 2.5(2) and 2.5(3). Contracted agencies offering testing and vaccination
services shall be required to provide integrated HIV, viral hepatitis, and sexually transmitted disease
education; pretest and posttest counseling; and referral services.

2.5(2) Contracted agencies shall offer HCV testing to the following high-risk individuals:

a. Persons who have ever injected drugs;

b.  Injection drug users who share needles or other equipment;

c¢.  Persons who receive blood, blood products, or organ transplants prior to 1992; and

d. Persons ever on long-term hemodialysis.
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2.5(3) Contracted agencies shall offer hepatitis A and B vaccinations to the following high-risk
individuals:

a. Injection and noninjection drug users;

b. Men who have sex with men;

c.  Persons with a diagnosis of a recently acquired sexually transmitted disease (STD);

d.  HIV- or HCV-infected persons; and

e.  Sexual partners of persons infected with HIV, hepatitis A (HAV), or hepatitis B (HBV).

2.5(4) Contracted agencies shall provide individuals presenting for counseling, testing, and referral
services and testing positive for hepatitis C educational brochures explaining their potential risk of
exposure.

2.5(5) Contracted agencies shall provide individuals testing positive for HCV a referral list of health
care providers to aid in seeking additional follow-up testing and other hepatitis-related services.

641—2.6 to 2.8 Reserved.
HEPATITIS C AWARENESS PROGRAM—VETERANS

641—2.9(135) Definitions. For the purpose of these rules, the following definitions shall apply:
“Department” means the lowa department of public health.
“HCV” means the hepatitis C virus as defined by the Centers for Disease Control and Prevention of
the United States Department of Health and Human Services.
“Veteran” means an individual meeting the definition contained in lowa Code section 35.1.

641—2.10(135) Purpose. The purpose of the hepatitis C awareness program shall be to distribute
information to veterans regarding the higher incidence of hepatitis C exposure and infection among
veterans, the dangers presented by the disease, and contact information and referrals.

641—2.11(135) Awareness materials. The department shall provide hepatitis awareness materials to
veterans through various educational media.

641—2.12(135) Awareness information. Information distributed by the department shall contain the
following statements:

2.12(1) HCV infection rates for veterans are estimated to be at least three times higher than the
general population.

2.12(2) Vietnam veterans experience a higher HCV infection rate than other veteran groups.

2.12(3) Exposure to blood during combat and combat-related medical services poses a risk for HCV
infection.

2.12(4) Many veterans currently infected with HCV may have been exposed prior to the
development of screening tests.

2.12(5) Symptoms and liver complications associated with chronic hepatitis infection may not
appear for decades after initial infection.

641—2.13(135) Resources for hepatitis follow-up and treatment. The department shall provide
hepatitis resource information to veterans regarding medical follow-up and treatment options.
These rules are intended to implement lowa Code sections 135.19 and 135.20.
[Filed 11/14/07, Notice 10/10/07—published 12/5/07, effective 1/9/08]
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CHAPTER 3
EARLY HEARING DETECTION AND INTERVENTION

EARLY HEARING DETECTION AND INTERVENTION (EHDI) PROGRAM

641—3.1(135) Definitions. For the purposes of this chapter, the following definitions will apply:

“Applicant” means a child for whom assistance under this program is being requested.

“Area education agency” or “AEA” means an intermediate educational unit created by lowa Code
chapter 273.

“Audiologist” means a person licensed pursuant to lowa Code chapter 147 or certified by the lowa
board of educational examiners pursuant to 282—15.3(272) or a person appropriately licensed in the
state where the person practices.

“Birth center” means “birth center” as defined in lowa Code section 135.61.

“Birthing hospital” means a private or public hospital licensed pursuant to lowa Code chapter 135B
that has a licensed obstetric unit or is licensed to provide obstetric services.

“Contractor” means the entity selected by the department to act as third-party administrator for
claims payment related to hearing aids and audiologic services for children.

“Department” means the lowa department of public health.

“Diagnostic audiologic assessment” means physiologic or behavioral procedures completed by an
audiologist to evaluate and diagnose hearing loss.

“Discharge” means a release from a hospital to the parent or legal guardian of the child.

“Early ACCESS” means lowa’s Individuals with Disabilities Education Act (IDEA), Part C,
program for infants and toddlers. It is a statewide, comprehensive, interagency system of integrated
early intervention services that supports eligible children and their families as defined in 281—Chapter
120.

“Early hearing detection and intervention advisory committee” or “EHDI advisory
committee” means the committee appointed by the department to advise the director of the department
regarding issues related to hearing health care for children and to make recommendations about the
design and implementation of the early hearing detection and intervention program.

“Guardian” means a person who is not the parent of a minor child, but who has legal authority to
make decisions regarding life or program issues for the child. A guardian may be a court or a juvenile
court. “Guardian” does not mean conservator, as defined in lowa Code section 633.3, although a person
who is appointed to be a guardian may also be appointed to be a conservator.

“Hearing loss” means a permanent unilateral or bilateral hearing loss of greater than 30 dB HL in
the frequency region important for speech recognition (500-4000 Hz).

“Hearing screening” means a physiological measurement of hearing of a newborn or infant with a
“pass” or “refer” result. Screening is used to determine the newborn’s or infant’s need for further testing
and must be performed bilaterally, when applicable.

“Initial screening” means a newborn hearing screening performed during the birth admission for an
infant born in a birthing hospital, or the first newborn hearing screening performed on a newborn born
in a facility other than a hospital.

“Newborn hearing screening” means a physiological test to separate those newborns with normal
hearing from those newborns who may have hearing thresholds of greater than 30 dB HL in either ear
in the frequency region important for speech recognition (500-4000 Hz).

“Normal hearing” means hearing thresholds in both ears of 30 dB HL or less in the frequency region
important for speech recognition (500-4000 Hz).

“Parent” means:

1. A biological or adoptive parent of a child,;

2. A guardian, but not the state if the child is a ward of the state;

3. A person acting in the place of a parent, such as a grandparent or stepparent with whom a child
lives, or a person who is legally responsible for the child’s welfare;

4. A surrogate parent who has been assigned in accordance with 281—120.68(34CFR303); or
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5. A foster parent, if:

e A biological parent’s authority to make the decisions required of parents under state law has
been terminated; and

e  The foster parent has an ongoing, long-term parental relationship with the child; is willing to
make the decisions required of a parent; and has no interest that would conflict with the interests of the
child.

“Physician” means an individual licensed under lowa Code chapter 148, 150, or 150A.

“Protocol” means a document which guides decision making and provides the criteria to be used
regarding screening, diagnosis, management, and treatment of children related to hearing health care.
Early hearing detection and intervention protocols not otherwise specified in this chapter are available
on the department’s Web site at http://www.idph.state.ia.us/iachdi/professionals.asp.

“Provider” means a licensed audiologist, otolaryngologist or hearing aid dispenser who agrees to
provide hearing aids or audiologic services to eligible patients.

“Rescreen” means a newborn hearing screening performed after two weeks of age on an infant who
did not pass the initial screening.

“Resident” means an individual who is a legal resident of the state of lowa.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.2(135) Purpose. The overall purpose of this chapter is to establish administrative rules in
accordance with lowa Code section 135.131 as amended by 2009 lowa Acts, House File 314, division
I1, relative to the following:

1. Universal hearing screening of all newborns and infants in lowa.

2. Facilitating the transfer of data to the department to enhance the capacity of agencies and
practitioners to provide services to children and their families.

3. Establishing the procedure for distribution of funds to support the purchase of hearing aids and

audiologic services for children in accordance with 2009 Towa Acts, House File 811, section 60(2) “c.”
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.3(135) Goal and outcomes. The goal of universal hearing screening of all newborns and
infants in lowa is early detection of hearing loss to allow children and their families the earliest possible

opportunity to obtain appropriate early intervention services.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.4(135) Program components.

3.4(1) The early hearing detection and intervention (EHDI) coordinator assigned within the
department provides administrative oversight to the early hearing detection and intervention program
within Iowa.

3.4(2) The EHDI advisory committee represents the interests of the people of lowa and assists in
the development of programming that ensures the availability and access to quality hearing health care
for Iowa children.

a. Committee membership includes representation from different facets of the health care
community including the lowa Hospital Association, private practice audiologists, pediatricians, family
practice physicians and otolaryngologists.

b.  The committee also includes representation from the deaf community, parents of children with
hearing loss, advocates, Early ACCESS (IDEA, Part C), area education agencies, and other stakeholders
that are affected by or involved with newborn hearing screening and follow-up.

3.4(3) The early hearing detection and intervention program has an association with the Iowa Title
V maternal and child health programs to promote comprehensive services for infants and children with

special health care needs.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]
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641—3.5(135) Screening the hearing of all newborns. All newborns and infants born in lowa, except
those born with a condition that is incompatible with life, shall be screened for hearing loss. The person
required to perform the screening shall use at least one of the following procedures:

1.  Automated or screening auditory brainstem response, or

2. Evoked otoacoustic emissions.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.6(135) Procedures required of birthing hospitals. Each birthing hospital in lowa shall follow
these procedures:

3.6(1) Each birthing hospital shall designate an employee of the hospital to be responsible for the
newborn hearing screening program in that institution.

3.6(2) Prior to the discharge of the newborn, each birthing hospital shall provide hearing screening
to every newborn delivered in the hospital, except in the following circumstances:

a. The newborn is transferred for acute care prior to completion of the hearing screening.

b.  The newborn is born with a condition that is incompatible with life.

3.6(3) If a newborn is transferred for acute care, the birthing hospital shall notify the receiving
facility of the status of the hearing screening. The receiving facility shall then be responsible for
completion of the newborn hearing screening prior to discharge of the newborn from the nursery.

3.6(4) Newborn hearing screening shall be performed by an audiologist, audiology assistant,
audiometrist, registered nurse, licensed physician, or other person for whom newborn hearing screening
is within the person’s scope of practice.

3.6(5) The hospital shall report newborn hearing screening results to the parent or guardian in written
form.

3.6(6) The hospital shall report newborn hearing screening results to the department in a manner
prescribed in 641—3.9(135).

3.6(7) The birthing hospital shall report the results of the hearing screening to the primary care
provider of the newborn or infant upon the newborn’s or infant’s discharge from the birthing hospital. If
the newborn or infant was not tested prior to discharge, the hospital shall report the status of the hearing
screening to the primary care provider of the newborn or infant.

3.6(8) The birthing hospital shall follow the hearing screening protocols prescribed by the

department.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.7(135) Procedures required of birth centers. Each birth center in lowa shall follow these
procedures:

3.7(1) Each birth center shall designate an employee of the birth center to be responsible for the
newborn hearing screening program in that institution.

3.7(2) Prior to discharge of the newborn, each birth center shall refer every newborn delivered in the
birth center to an audiologist, physician, or hospital for a newborn hearing screening. Before discharge
of the newborn, the birth center shall arrange an appointment for the newborn hearing screening and
report to the parent the appointment time, date, and location.

3.7(3) The facility to which the newborn is referred for screening shall complete the screening within
30 days of the newborn’s discharge from the birth center, unless the parent fails to attend the appointment.
If the parent fails to attend the appointment, the facility shall document such failure in the medical or
educational record and shall report such failure to the department.

3.7(4) The person who completes the newborn hearing screening shall report screening results to the
parent in written form.

3.7(5) The person who completes the newborn hearing screening shall report screening results to the
department in the manner prescribed in 641—3.9(135).

3.7(6) The person who completes the screening shall follow the hearing screening protocols

prescribed by the department.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]
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641—3.8(135) Procedures to ensure that children born in locations other than a birth center or
birthing hospital receive a hearing screening.

3.8(1) A physician or other health care professional who undertakes primary pediatric care of a
newborn delivered in a location other than a birthing hospital or birth center shall refer the newborn
to an audiologist, physician, or hospital for completion of the newborn hearing screening within three
months of the newborn’s birth. The health care professional who undertakes primary pediatric care of
the newborn shall arrange an appointment for the newborn hearing screening and report to the parent the
appointment time, date, and location.

3.8(2) The person who completes the newborn hearing screening shall report screening results to the
parent in written form.

3.8(3) The person who completes the newborn hearing screening shall report screening results to the
department in the manner prescribed in 641—3.9(135). If the parent fails to attend the appointment, the
facility shall document such failure in the medical or educational record and shall report such failure to
the department.

3.8(4) The person who completes the newborn hearing screening shall follow the hearing screening

protocols prescribed by the department.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.9(135) Reporting hearing screening results and information to the department. Any
birthing hospital, birth center, physician, audiologist or other health care professional required to report
information pursuant to lowa Code section 135.131 as amended by 2009 lowa Acts, House File 314,
division II, shall report all of the following information to the department relating to each newborn’s
hearing screening within six working days of the birth of the newborn and within six working days of
any hearing rescreen, utilizing the department’s designated reporting system.

3.9(1) The name and date of birth of the newborn.

3.9(2) The name, address, and telephone number, if available, of the mother of the newborn. If the
mother is not the person designated as legally responsible for the child’s care, the name, address, and
telephone number of the parent, as defined in 641—3.1(135), shall be reported.

3.9(3) The name of the primary care provider for the newborn upon the newborn’s discharge from
the birthing hospital or birth center.

3.9(4) The results of the newborn hearing screening, either “pass,
each ear separately.

3.9(5) The results of any rescreening, either “pass” or “refer,” and the diagnostic audiologic
assessment procedures used for each ear separately.

3.9(6) Known risk indicators for hearing loss of the newborn or infant.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

29 .

refer,” or “not screened,” for

641—3.10(135) Conducting and reporting screening results and diagnostic audiologic assessments
to the department. Any facility, licensed audiologist or health care professional conducting newborn
hearing screens, rescreens, or diagnostic audiologic assessments shall report the results within six
working days for any child under three years of age to the department utilizing the department’s
designated reporting system. The facility shall conduct the diagnostic hearing assessment in accordance
with the Pediatric Audiologic Diagnostic Protocol contained at Appendix A. Results of a hearing
screen, rescreen or diagnostic audiologic assessment shall be reported as follows.

3.10(1) Reports shall include:

a. The name and date of birth of the child.

b.  The name, address, and telephone number, if available, of the mother of the child. If the mother
is not the person designated as legally responsible for the child’s care, the name, address, and telephone
number of the parent, as defined in 641—3.1(135), shall be reported.

¢.  The name of the primary care provider for the child.

d.  Known risk indicators for hearing loss.

3.10(2) Results of the newborn hearing screening shall be reported as either “pass” or “refer” for
each ear separately.
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3.10(3) Results of the hearing rescreen shall be reported as either “pass” or “refer” for each ear
separately.

3.10(4) If an assessment results in a diagnosis of normal hearing for both ears, this shall be reported.

3.10(5) Any diagnosis of hearing loss shall also be reported except for transient conductive hearing
loss lasting for less than 90 days in the professional judgment of the practitioner.

3.10(6) Diagnostic audiologic assessment results shall include a statement of the severity (mild,
moderate, moderately severe, severe, profound, or undetermined) and type (sensorineural, conductive,

mixed, or undetermined) of hearing loss.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.11(135) Sharing of information and confidentiality. Reports, records, and other information
collected by or provided to the department relating to a child’s newborn hearing screening, rescreen, and
diagnostic audiologic assessment are confidential records pursuant to lowa Code section 22.7.

3.11(1) Personnel of the department shall maintain the confidentiality of all information and records
used in the review and analysis of newborn hearing screenings, rescreens, and diagnostic audiologic
assessments, including information which is confidential under lowa Code chapter 22 or any other
provisions of state law.

3.11(2) No individual or organization providing information to the department in accordance with
this rule shall be deemed to be or held liable for divulging confidential information.

3.11(3) The department shall not release confidential information except to the following persons
and entities under the following conditions:

a.  The parent or guardian of an infant or child for whom the report is made.

b.  Alocal birth-to-three coordinator with the Early ACCESS program or an agency under contract
with the department to administer the children with special health care needs program.

c. A local health care provider.

d. A representative of a federal or state agency, to the extent that the information is necessary to
perform a legally authorized function of that agency.

e. A representative of a state agency, or an entity bound by that state, to the extent that the
information is necessary to perform newborn hearing screening follow-up. The state agency or the
entity bound by that state shall be subject to confidentiality regulations that are the same as or more
stringent than those in the state of lowa. The state agency or the entity bound by that state shall not use
the information obtained from the department to market services to patients or nonpatients or identify
patients for any purposes other than those expressly provided in this rule.

3.11(4) Research purposes. All proposals for research using the department’s data to be conducted by
persons other than program staff shall first be submitted to and accepted by the researchers’ institutional
review board. Proposals shall then be reviewed and approved by the department before research can

commence.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.12(135) Reporting requirements for AEAs. Rescinded IAB 10/7/09, effective 11/11/09.

641—3.13(135) Procedure to accommodate parental objection. These rules shall not apply if the
parent objects to the hearing screening.

3.13(1) If a parent objects to the screening, the birthing hospital, birth center, physician, or other
health care professional shall obtain a written refusal from the parent or guardian on the department
newborn hearing screening refusal form and shall maintain the original copy of the written refusal in the
newborn’s or infant’s medical record.

3.13(2) The birthing hospital, birth center, physician, or other health care professional shall send a
copy of the written newborn hearing screening refusal form to the department within six days of the birth

of the newborn.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]
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641—3.14(135) Civil/criminal liability. A person who acts in good faith in complying with these rules

shall not be held civilly or criminally liable for reporting the information required.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.15() and 3.16() Reserved
HEARING AIDS AND AUDIOLOGIC SERVICES FUNDING PROGRAM

641—3.17(83GA,HF811) Eligibility criteria. The enrollment process to determine eligibility for
services under this program includes the following requirements:

3.17(1) Age. Individuals are eligible from birth through 20 years of age.

3.17(2) Residency. Individuals must currently reside in lowa.

3.17(3) The applicant must not be eligible for hearing aids or audiologic services under Title XIX

or HAWK-I.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.18(83GA,HF811) Covered services.

3.18(1) Funding does not cover either the surgical costs associated with a cochlear or Baha implant
or the cost of the devices.

3.18(2) Funding does not pay for services denied by insurance because the applicant received
services outside the provider network.

3.18(3) The following hearing aids and audiologic services may be provided through the hearing
aids and audiologic services funding program:

1. Repair/modification of hearing aid

2. Hearing aid, monaural, behind the ear

3. Hearing aid dispensing fee, monaural

4. Hearing aid, binaural, in the ear

5. Hearing aid, binaural, behind the ear

6. Hearing aid dispensing fee, binaural

7. Hearing aid, bicros, glasses

8.  Ear mold/insert, not disposable, any type

9. Battery for use in hearing aid

10. Hearing aid supplies, accessories

11. Assistive listening device, not otherwise specified

12. Assistive listening device, dispensing

13. Service handling charge

14. Service charge, ear mold

15. Annual charge, ear mold

16. Pure tone audiometry, air only

17. Pure tone audiometry, air and speech audiometry threshold
18. Speech audiometry threshold

19. Speech audiometry threshold with speech

20. Comprehensive audiometry threshold evaluation

21. Tympanometry (impedance testing)

22. Conditioning play audiometry

23. Auditory-evoked potentials for evoked response audiometry, comprehensive
24. Auditory-evoked potentials for evoked response audiometry, limited
25. Visual reinforcement audiometry

26. Evoked otoacoustic emissions, limited

27. Hearing aid examination and selection, monaural

28. Hearing aid examination and selection, binaural

29. Hearing aid check, monaural

30. Hearing aid check, binaural
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31. Electroacoustic evaluation for hearing aid, monaural
32. Electroacoustic evaluation for hearing aid, binaural

33. Office/outpatient visit related to audiologic services
34. Consultations related to audiologic services

3.18(4) The department may elect to cover additional services not otherwise restricted in these rules.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.19(83GA,HF811) Application procedures.

3.19(1) A child, or the parent or guardian of a child, desiring hearing aids or audiologic services
may apply to the contractor.

3.19(2) The following information shall be provided to the contractor by the applicant to be
considered for eligibility under this program:

Patient’s first name, middle initial and last name.

Patient’s date of birth.

Patient’s address, including city, state and ZIP code.
Parent/guardian’s first name, middle initial and last name.
Parent/guardian’s telephone number.

Parent/guardian’s E-mail address.

Parent/guardian’s or child’s medical insurance plan name.

Hearing aid/audiologic service provider name and telephone number.
Whether the request is for hearing aids or audiologic services or both.
. Estimated service costs.

3.19(3) Applicants will be enrolled in the program on a first-come, first-served basis upon the date
the application is received by the contractor.

3.19(4) The contractor will provide written notification to the applicant regarding determination of
eligibility or noneligibility and the applicant’s right to appeal a denial. For those applicants deemed
eligible, an enrollee number will be assigned by the contractor.

3.19(5) An applicant must submit a renewal application form on an annual basis, accompanied by

all information requested by the department.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]
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641—3.20(83GA,HF811) Hearing aids and audiologic services funding wait list.

3.20(1) If an applicant is eligible for hearing aid and audiologic services funding and sufficient
funds are available to provide services to the applicant, the contractor shall enroll the applicant upon
approval by the department. If the applicant is eligible for hearing aid and audiologic services funding
and sufficient funds are not available to provide services to the applicant, the contractor upon approval
by the department shall place the applicant’s name on the hearing aid and audiologic services funding
wait list in the order provided for in this rule.

3.20(2) The contractor, upon approval by the department, shall place names on the wait list in the
following order:

a.  Applicants under the age of three diagnosed with a hearing loss who are in need of hearing aids.

b.  Applicants in need of hearing aids or audiologic services.

c.  All other applicants, who shall be placed on the wait list in chronological order based upon the

date of receipt of a completed application by the contractor upon approval by the department.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.21(83GA,HF811) Reimbursement of providers.

3.21(1) To receive reimbursement for hearing aids and audiologic services, the provider must
complete a provider information sheet and 1-9 form provided by the department.

3.21(2) The provider must be a Title XIX provider.

3.21(3) Reimbursement of hearing aids and audiologic services will be paid directly to the provider
based on Title XIX reimbursement rates.

a. Bills will be adjusted accordingly by the department prior to payment.
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b.  Reimbursement for hearing aids or supplemental hearing devices includes the costs of shipping
and handling.

3.21(4) Hearing aids and audiologic services funding shall be the payor of last resort.

3.21(5) Payment through this funding source is considered payment in full for covered services. If a
third party liability (TPL) payment equals or exceeds the Title XIX allowance, no further reimbursement
is provided.

3.21(6) The provider shall submit bills after an enrollee number is assigned to the applicant and the
audiologic service is provided or hearing aid is fitted.

3.21(7) The provider shall submit the following documents:

a. Health Care Financing Administration Form HCFA 1500. Forms will be furnished by the
providers and will include the applicant’s enrollee number in the upper right-hand corner of the form.

b.  Manufacturer’s invoice for hearing devices as prescribed by the department.

c. Applicant’s explanation of benefits or documentation of a telephone contact made by the
provider to the patient’s private insurance company including: date of contact, name of insurance
representative, name of insurance company, applicant’s policy number and coverage limitations for

hearing evaluations and devices.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

641—3.22(83GA,HF811) Appeals. The department shall cause an applicant to be notified of the
department’s decision to approve or deny an application or to place an applicant on the child hearing
aids and audiologic services wait list. In the event an applicant is dissatisfied with the department’s
decision, the applicant may submit a formal appeal in writing to the EHDI advisory committee. Such
request shall be delivered in person or shall be mailed by certified mail, return receipt requested, to
EHDI Advisory Committee, lowa Department of Public Health, Lucas State Office Building, 321 E.
12th Street, Des Moines, lowa 50319. Upon receipt of such an appeal, the EHDI advisory committee
shall review the case and issue a written determination within 15 days of receipt of the request. The
decision shall refer to the applicant by initials or other nonidentifying means. The EHDI advisory
committee’s decision shall be final and binding. This appeal process does not constitute a contested

case proceeding as defined in lowa Code chapter 17A.
[ARC 8232B, IAB 10/7/09, effective 11/11/09]

These rules are intended to implement Iowa Code section 135.131 as amended by 2009 Iowa Acts,
House File 314, division II, and 2009 Towa Acts, House File 811, division IV, section 60(2) “c.”
[Filed emergency 11/17/03 after Notice 10/1/03—published 12/10/03, effective 1/1/04]
[Filed 9/18/06, Notice 7/19/06—published 10/11/06, effective 11/15/06]
[Filed ARC 8232B (Notice ARC 7967B, IAB 7/15/09), IAB 10/7/09, effective 11/11/09]
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Appendix A
Pediatric Audiologic Diagnostic Protocol

The following protocol should be used to facilitate the diagnosis of hearing loss by three months of
age and entry into early intervention for infants with hearing loss by six months of age. This diagnostic
protocol should be implemented by an audiologist licensed by the Iowa board of speech pathology and
audiology examiners or certified by the Iowa board of educational examiners.

Infants should be referred for a diagnostic evaluation after receiving a “refer” result from one or
both ears on a newborn hearing screening and a hearing rescreen performed at two to six weeks of
age. Timely referral for diagnostic auditory brainstem response (ABR) testing may negate the need for
sedation for this test in very young infants. Infants who are identified at risk for congenital or late-onset
hearing loss (JCIH, 2007) should receive an audiologic assessment at least once by 24 to 30 months
of age. Children with risk indicators that are highly associated with late-onset hearing loss, such as
having received ECMO or having congenital CMV infection, should have more frequent audiologic
assessments based on infant or toddler needs. All infants for whom the family has significant concerns
regarding hearing or communication should be promptly referred for an audiologic and speech-language
assessment.

Audiologic diagnostic centers should be prepared to provide the following services:
I. Measures of auditory sensitivity
A. Auditory brainstem response (ABR)
Infants who do not pass the newborn hearing screening or rescreen should be evaluated
with a click-evoked air-conduction ABR and at least one low-frequency tone burst ABR,
preferably at 500 Hz. Response waveforms should be measured at several levels to allow
threshold determination and latency-intensity functions. When thresholds are determined
to be elevated, the audiologist may measure the ABR with frequency-specific stimuli at
other frequencies as well. Infants suspected of having significant conductive hearing loss
should be considered for bone-conduction ABR testing. Clinicians should be aware that
technological advances will continually improve recommended protocols.
B. Evoked otoacoustic emissions
Transient evoked otoacoustic emissions (TEOAE) or distortion product otoacoustic
emissions (DPOAE) should be used to confirm the magnitude and configuration of the
hearing loss as determined by the ABR.
C. Behavioral measures
At a developmental age of six months or older, it is possible to obtain reliable behavioral
audiometric information using visual reinforcement audiometry (VRA). While this test
has traditionally been performed in the sound field, ear-specific threshold information can
be obtained using insert earphones. VRA is an important technique for use in monitoring
auditory thresholds, especially during the first few years of hearing aid use.
II. Measures of middle ear function
A. Tympanometry
Although pass/fail criteria for tympanograms from infants younger than six months of
age are currently being developed, an infant audiologic evaluation should include an
admittance tympanogram at 1000 Hz to help determine middle ear function.
B. Acoustic reflexes
Ipsilateral or contralateral acoustic reflexes should be measured at a minimum of two
activator frequencies (1000 and 2000 Hz) at a probe tone of 800 or 1000 Hz.
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CHAPTER 4

CENTER FOR CONGENITAL AND INHERITED DISORDERS
[Prior to 7/29/87, Health Department[470]]

641—4.1(136A) Program explanation. The center for congenital and inherited disorders within
the department of public health provides administrative oversight to the following: Iowa neonatal
metabolic screening program, expanded maternal serum alpha-fetoprotein screening program, regional
genetic consultation service, neuromuscular and related genetic disease program and Iowa registry for
congenital and inherited disorders. The center for congenital and inherited disorders advisory committee
represents the interests of the people of lowa and assists in the development of programs that ensure the
availability of and access to quality genetic health care services by all residents. The committee advises
the director of the department of public health regarding issues related to genetics and hereditary and
congenital disorders and makes recommendations about the design and implementation of the center’s
programs. Committee membership is made up of representatives of professional groups, agencies,
legislators, consumers and individuals with an interest in promoting genetic services for the residents
of Iowa. The center for congenital and inherited disorders has an association with the state Title V
maternal child health program to promote comprehensive services for women, infants and children.

641—4.2(136A) Definitions. For the purposes of this chapter, the following definitions shall apply:

“Anonymized specimen” means a specimen that cannot be traced back to or linked with the particular
infant from whom the specimen was obtained. Specimens shall be anonymized by removing the dried
blood spot portion from the infant information portion of the specimen collection form.

“Attending health care provider” means the licensed physician, nurse practitioner, certified midwife
or physician assistant providing care to an infant at birth.

“Birth center” means “birth center” as defined in Iowa Code section 135.61.

“Birthing hospital” means a private or public hospital licensed pursuant to lowa Code chapter 135B
that has a licensed obstetric unit or is licensed to provide obstetric services.

“Center” means the center for congenital and inherited disorders within the Iowa department of
public health.

“Central laboratory” means the University Hygienic Laboratory (UHL), which is designated as the
screening laboratory to perform testing and reporting for the lowa neonatal metabolic screening and lowa
maternal prenatal screening programs.

“Central registry” means the lowa registry for congenital and inherited disorders (IRCID).

“Committee” means the center for congenital and inherited disorders advisory committee.

“Consulting physician” means a physician designated by the center for congenital and inherited
disorders to interpret test results and provide consultation to a licensed health care provider.

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Discharge” means a release of an infant from a hospital to the infant’s parent or legal guardian.

“Early ACCESS” means lowa’s Individuals with Disabilities Education Act (IDEA), Part C, program
for infants and toddlers. Early ACCESS is a statewide, comprehensive, interagency system of integrated
early intervention services that supports eligible children and their families as defined in 281—Chapter
120.

“Follow-up program” means the designated individuals from the divisions of endocrinology,
hematology, pulmonology and medical genetics of the department of pediatrics of the University of
Iowa.

“Guardian” means a person who is not the parent of a minor child, but who has legal authority to
make decisions regarding life or program issues for the child.

“Health care provider” means a licensed physician, nurse practitioner, certified nurse midwife, or
physician assistant providing care to an individual.
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“lowa maternal prenatal screening program” or “IMPSP” means a screening test designed to
identify women with an increased risk of having a baby with a congenital or inherited disorder or
women at risk of developing a problem later in pregnancy.

“Receiving hospital” means the hospital receiving an infant from a birthing hospital.

“Residual maternal prenatal serum screening specimen” means the portion of the specimen that may
be left over after all necessary activities of the lowa maternal prenatal screening program are completed.

“Residual neonatal metabolic screening specimen’ means the portion of the specimen that may be
left over after all activities necessary for the [owa neonatal metabolic screening program are completed.

“Specialty genetics provider” means a geneticist, genetic nurse, or genetic counselor.

“Tandem mass spectrometry” means the use of tandem mass spectrometer and associated software
to test a newborn screening sample.

“Transferring hospital” means the birthing hospital that transfers the infant to another hospital.

“University hygienic laboratory” or “UHL” means the designated central testing laboratory.
[ARC 7981B, IAB 7/29/09, effective 9/2/09]

641—4.3(136A) Iowa neonatal metabolic screening program (INMSP). This program provides
comprehensive neonatal metabolic screening services for hereditary and congenital disorders for the
state to allow children and their families the earliest possible opportunity to receive appropriate early
intervention services. The program includes the following: birthing hospitals, birth centers, health care
providers, UHL, follow-up consultants, and consulting physicians.

4.3(1) Newborn screening policy.

a.  All newborns and infants born in the state of Iowa shall be screened for all congenital and
inherited disorders specified by the center and approved by the state board of health.

b.  As new disorders are recognized and new technologies and tests become available, the center
shall follow protocols developed by the department in regard to the addition of disorders to or the deletion
of disorders from the screening panel. The state board of health shall provide final approval for the
addition of disorders to or the deletion of disorders from the screening panel.

c¢.  The center may monitor individuals identified as having a genetic or metabolic disorder for
the purpose of conducting public health surveillance or intervention and for determining whether early
detection, treatment, and counseling lead to the amelioration or avoidance of the adverse outcomes of
the disorder. Birthing hospitals or birth centers and health care providers shall provide patient data and
records to the center upon request to facilitate the monitoring. Any identifying information provided to
the center shall remain confidential pursuant to lowa Code section 22.7(2).

4.3(2) Neonatal metabolic screening procedure for facilities and providers.

a. Educating parent or guardian. Before a specimen from an infant is obtained, a parent or
guardian shall be informed of the type of specimen, how it is obtained, the nature of the disorders for
which the infant is being screened, the consequences of treatment and nontreatment, and the retention,
use and disposition of residual specimens.

b.  Waiver. Should a parent or guardian refuse the screening, said refusal shall be documented in
the infant’s medical record. The birthing hospital, birth center, or attending health care provider shall
notify the central laboratory of the waiver within six days of the refusal.

c.  Collection of specimens. A filter paper blood specimen shall be collected from the infant
between 24 to 48 hours after the infant’s birth; however, a specimen collected up to five days after the
infant’s birth is valid. A specimen shall not be collected from an infant less than 24 hours after birth
except as follows:

(1) A blood specimen must be collected before any transfusion, even if the infant is less than 24
hours old.

(2) A blood specimen must be collected before the infant leaves the hospital, whether by discharge
or by transfer to another hospital, even if the infant is less than 24 hours old.

d.  Submission of specimens. All specimens shall be delivered via courier service or, if courier
service is not available, forwarded by first-class mail or other appropriate means within 24 hours after
collection to the UHL.
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e.  Processing of specimens. The UHL shall process specimens within 24 hours of receipt. The
UHL shall notify the submitting health care provider, birthing hospital, birth center, or drawing laboratory
of an unacceptable specimen and the need for another specimen.

f- Reporting of presumptive positive test results. A presumptive positive test result shall be
reported within 24 hours to the consulting physician, or the physician’s designee, who shall then notify
the attending health care provider and the birthing hospital, birth center, or drawing laboratory. This
initial report shall be followed by a report to the birthing hospital, birth center, or drawing laboratory
and, subsequently, to the health care provider who undertakes primary pediatric care of the newborn
at the birthing facility.

4.3(3) Health care provider responsibility.

a. The licensed attending health care provider shall ensure that infants under the provider’s care
are screened.

b.  Procedures for specimen collection for neonatal metabolic screening shall be followed in
accordance with 4.3(2).

¢. A physician or other health care professional who undertakes primary pediatric care of an infant
delivered in Iowa shall arrange for the neonatal metabolic screening if a neonatal metabolic screening
result is not in the infant’s medical record.

4.3(4) Birthing hospital or birth center responsibility. The birthing hospital or birth center shall
ensure that all infants receive neonatal metabolic screening.

a. Designee. Each birthing hospital or birth center shall designate an employee to be responsible
for the neonatal metabolic screening program in that institution.

b.  Procedures for specimen collection for neonatal metabolic screening shall be followed in
accordance with 4.3(2).

c.  Transfer. The following shall apply if an infant is transferred:

(1) If an infant is transferred within the hospital for acute care, the newborn nursery shall notify
the acute care unit of the status of the neonatal metabolic screening. The acute care unit shall then be
responsible for the status of the neonatal metabolic screening prior to discharge of the infant.

(2) Ifthe infant is transferred out of house within the state, the birthing hospital or birth center shall
notify the receiving hospital of the status of the neonatal metabolic screening. The receiving hospital
shall then be responsible for completion of the neonatal metabolic screening prior to discharge of the
infant.

d. Discharge. Each birthing hospital or birth center shall collect a neonatal metabolic screening
specimen on every infant prior to discharge, including under the following circumstances:

(1) The infant is discharged or transferred to another hospital before the infant is 24 hours old.

(2) The infant is born with a condition that is incompatible with life.

(3) The infant has received a transfusion.

e. Notification. The birthing hospital or birth center shall report the neonatal metabolic screening
results to the health care provider who has undertaken primary pediatric care of the infant.

4.3(5) UHL responsibility. The UHL shall:

a. Contract with a courier service to provide transportation and delivery of neonatal metabolic
screening specimens.

b.  Contact all birthing hospitals and birth centers to inform them of the courier schedule.

c¢.  Process specimens within 24 hours of receipt.

d.  Notify the submitting health care provider, birthing hospital, birth center, or drawing laboratory
of an unacceptable specimen and the need for another specimen.

e. Report a presumptive positive test result within 24 hours to the consulting physician or the
physician’s designee.

£ Distribute specimen collection forms, specimen collection procedures, screening waivers, and
other materials to drawing laboratories, birthing hospitals, birth centers, and health care providers.

g Report normal and abnormal screening results to birthing hospitals, birth centers, or drawing
laboratories.
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h.  Submit a written annual report of the previous fiscal year to the center by September 30 of each
year. This report shall include:

(1) Number of infants screened,

(2) Number of repeat screens,

(3) Number of presumptive positive results by disorder,

(4) Number of rejected specimens,

(5) Number of waivers,

(6) Results of quality assurance testing including any updates to the INMSP quality assurance
policies, and

(7) Screening and educational activity details.

i.  In collaboration with the program consulting physicians, submit a proposed budget and
narrative justification for the upcoming state fiscal year by January 31 of each year.

j. Act as fiscal agent for program expenditures encompassing the analytical, technical,
administrative, educational, and follow-up costs for the screening program.

k. Submit a fiscal expenditures report to the center within 90 days after the end of the state fiscal
year.

4.3(6) Follow-up program responsibility. Under the direction of consulting physicians, metabolic,
endocrine, pulmonary and hemoglobinopathy follow-up programs shall be available for all individuals
identified by the metabolic screening as having an abnormal screen result.

a. The follow-up activities shall include consultation, treatment when indicated, case
management, education and quality assurance.

b.  The follow-up programs shall submit a written annual report of the previous fiscal year by
September 30 of each year. The report shall include:

(1) The number of presumptive positive results and confirmed positive results by disorder,

(2) Method and timing of referrals made to the follow-up programs,

(3) Each individual’s age at confirmation of disorder,

(4) Each individual’s age when treatment began,

(5) Type of treatment for each individual with a disorder, and

(6) A written summary of educational and follow-up activities.

¢.  In collaboration with the UHL, the follow-up programs shall submit a proposed budget and
narrative justification for the upcoming fiscal year to the center by January 31 of each year.

d.  The follow-up programs shall submit a fiscal expenditures report to the center within 90 days
of the end of the state fiscal year.

4.3(7) Sharing of information and confidentiality. Reports, records, and other information collected
by or provided to the Iowa neonatal metabolic screening program relating to an infant’s neonatal
metabolic screening results and follow-up information are confidential records pursuant to lowa Code
section 22.7.

a. Personnel of the program shall maintain the confidentiality of all information and records used
in the review and analysis of neonatal metabolic screening and follow-up, including information that is
confidential under lowa Code chapter 22 or any other provisions of state law.

b.  The program shall not release confidential information except to the following persons and
entities, under the following conditions:

(1) The parent or guardian of an infant or child for whom the report is made.

(2) A local health care provider, birthing hospital, birth center, or submitting laboratory.

(3) A representative of a state or federal agency, to the extent that the information is necessary to
perform a legally authorized function of that agency or the department. The state or federal agency will
be subject to confidentiality regulations which are the same as or more stringent than those in the state
of lowa.

(4) A researcher, upon documentation of parental consent obtained by the researcher, and only to
the extent that the information is necessary to perform research authorized by the department and the
state board of health.
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4.3(8) Retention, use and disposition of residual neonatal metabolic screening specimens.

a. A neonatal metabolic screening specimen collection form consists of a filter paper containing
the dried blood spots (DBS) specimen and the attached requisition that contains information about the
infant and birthing hospital, birth center, or drawing laboratory. The DBS specimen can be separated
from the information contained in the requisition form.

(1) The residual DBS specimen shall be held for five years in a locked area at the UHL.

(2) The residual DBS specimen shall be stored for the first year at —70 degrees C.

(3) After one year, the residual DBS specimen shall be archived for four additional years at room
temperature.

(4) The residual DBS specimen shall be incinerated after completion of the retention period.

b.  Research use.

(1) Investigators shall submit proposals to use residual DBS specimens to the center. Any intent to
utilize information associated with the requested specimens as part of the research study must be clearly
delineated in the proposal.

(2) Before research can commence, proposals shall be approved by the researcher’s institutional
review board, the congenital and inherited disorders advisory committee, and the department.

(3) Personally identifiable residual specimens or records shall not be disclosed without
documentation of informed parental consent obtained by the researcher.

(4) Research on anonymized or identifiable residual specimens shall be allowed in instances where
research would further: neonatal metabolic screening activities; the health of an infant or child for whom
no other specimens are available or readily attainable; or general medical knowledge for existing public
health surveillance activities.

4.3(9) INMSP fee determination.

a. The department shall annually review and determine the fee to be charged for all activities
associated with the INMSP. The review and fee determination shall be completed at least one month
prior to the beginning of the fiscal year. The neonatal metabolic screening fee is $112.

b.  The department shall include as part of this fee an amount determined by the committee and
department to fund the provision of special medical formula for eligible individuals with inherited
diseases of amino acids and organic acids who are identified through the program.

4.3(10) Special medical formula and foods program.

a. A special medical formula and foods program for individuals with inherited diseases of amino
acids and organic acids who are identified through the Iowa neonatal metabolic screening program is
provided by the University of lowa.

b.  Payments received from clients based on third-party payment, sliding fee scales and donations
shall be used to support the administration of and the purchase of special medical formula and foods.

c¢.  The funding allocation from the INMSP fee will be used as the funder of last resort after all
other available funding options have been pursued by the special medical formula and foods program.

d.  Provisions of special medical formula and foods through this funding allocation shall be
available to an individual only after the individual has shown that all benefits from third-party payers
including, but not limited to, health insurers, health maintenance organizations, Medicare, Medicaid,
WIC and other government assistance programs have been exhausted. In addition, a full fee and a
sliding fee scale shall be established and used for those persons able to pay all or part of the cost.
Income and resources shall be considered in the application of the sliding fee scale. Individuals whose
income is at or above 185 percent of the federal poverty level shall be charged a fee for the provision of
special medical formula and foods. Placement of individuals on the sliding fee scale shall be determined
and reviewed at least annually.

e. The UHL shall act as the fiscal agent.

f- The University of lowa Hospitals and Clinics under the control of the state board of regents

shall not receive indirect costs from state funds appropriated for this program.
[ARC 7981B, IAB 7/29/09, effective 9/2/09]
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641—4.4(136A) Iowa maternal prenatal screening program (IMPSP). This program provides
comprehensive maternal prenatal screening services for the state.

4.4(1) Maternal screening policy. 1t shall be the policy of the state of [owa that all pregnant women
are offered the lowa maternal prenatal screening. The lowa maternal prenatal screening program
provides a risk assessment for open neural tube defects, ventral wall defects, Down syndrome, and
Trisomy 18.

a. If a patient desires this screening test, her health care provider shall direct that a specimen be
drawn and submitted to the UHL.

b.  Asnew technologies and tests become available, the center shall follow protocols developed by
the department with regard to the addition of disorders to or the deletion of disorders from the screening
program.

4.4(2) Maternal screening procedure.

a.  Collection of specimens. A serum or clotted blood specimen shall be collected from the patient
within the appropriate gestational range indicated by the requested screen.

b.  Processing of specimens. The UHL shall test specimens within three working days of receipt.

c.  Reporting of abnormal results. Abnormal test results shall be reported within 24 hours to
the consulting physician or the physician’s designee who shall then notify the submitting health care
provider. On the next working day, this initial report shall be followed by a written report to the
submitting health care provider.

4.4(3) Consulting physician responsibility. A consulting physician shall be designated by the center
in collaboration with the UHL to provide interpretation of test results and consultation to the submitting
health care provider. This physician shall provide consultation for abnormal test results, assist with
questions about management of identified cases, provide education and assist with quality assurance
measures. The screening program, with assistance from the consulting physician, shall:

a. In collaboration with the UHL, submit a proposed budget and narrative justification for the
upcoming fiscal year to the center by January 31 of each year, and

b.  Submit a written annual report of the previous fiscal year to the center by September 30 of each
year. The report shall include:

(1) Number of women screened,

(2) Number of repeat screens,

(3) Number of abnormal results by disorder,

(4) Number of rejected specimens,

(5) Results of quality assurance testing, and

(6) Screening and educational activity details.

4.4(4) UHL responsibility. The UHL shall:

a.  Contract with a courier service to provide transportation and delivery of maternal prenatal serum
specimens.

b.  Contact all entities submitting specimens to inform them of the courier’s schedule.

c.  Test specimens within three working days of receipt.

d. Distribute specimen collection kits and other materials to health care provider offices and
drawing facilities as required.

e.  Inform the submitting health care provider or drawing facility of an unacceptable specimen and
request another specimen.

/- Provide educational materials concerning specimen collection procedures.

g Have available for review a written quality assurance program covering all aspects of its
screening activity.

h.  Actas afiscal agent for program charges encompassing the analytical, technical, administrative,
educational and follow-up costs for the screening program.

4.4(5) IMPSP fee determination. The department shall annually review and determine the fee to be
charged for all activities associated with the IMPSP. The review and determination of the fee shall be
completed at least one month prior to the beginning of the fiscal year.
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4.4(6) Sharing of information and confidentiality. Reports, records, and other information collected
by or provided to the IMPSP relating to a patient’s maternal prenatal screening results and follow-up
information are confidential records pursuant to lowa Code section 22.7.

a. Personnel of the program shall maintain the confidentiality of all information and records used
in the review and analysis of maternal serum screening and follow-up, including information that is
confidential under lowa Code chapter 22 or any other provisions of state law.

b.  The program shall not release confidential information except to the following persons and
entities, under the following conditions:

(1) The patient for whom the report is made.

(2) A local health care provider, or submitting laboratory.

(3) A representative of a state or federal agency, to the extent that the information is necessary to
perform a legally authorized function of that agency or the department. The state or federal agency will
be subject to confidentiality regulations which are the same as or more stringent than those in the state
of lowa.

(4) A researcher, upon documentation of patient consent obtained by the researcher, and only to
the extent that the information is necessary to perform research authorized by the department and the
state board of health.

4.4(7) Retention, use and disposition of residual maternal prenatal screening specimens.

a. A maternal serum screening specimen collection consists of laboratory tubes with maternal
serum and associated information about the patient, health care provider, or drawing laboratory.

(1) The residual serum specimens shall be held for a specified period of time in a locked area at the
UHL in accordance with UHL policy and procedures.

(2) Reserved.

b.  Research use.

(1) Investigators shall submit proposals to use residual serum specimens to the center. Any intent to
utilize information associated with the requested specimens as part of the research study must be clearly
delineated in the proposal.

(2) Before research can commence, proposals shall be approved by the researcher’s institutional
review board, the congenital and inherited disorders advisory committee, and the department.

(3) Personally identifiable residual specimens or records shall not be disclosed without
documentation of informed patient consent obtained by the researcher.

(4) Research on anonymized or identifiable residual specimens shall be allowed in instances where
research would further maternal prenatal screening activities or general medical knowledge for existing

public health surveillance activities.
[ARC 7981B, IAB 7/29/09, effective 9/2/09]

641—4.5(136A) Regional genetic consultation service (RGCS). This program provides
comprehensive genetic services statewide through outreach clinics.

4.5(1) Provision of comprehensive genetic services. The department shall contract with the division
of medical genetics within the department of pediatrics at the University of lowa to provide genetic
health care and education outreach services for individuals and families within lowa. The contractor
shall provide annual reports to the department as specified in the contract.

4.5(2) Clinical services. The services provided may include, but are not limited to: diagnostic
evaluations, confirmatory testing, consultation by board-certified geneticists, genetic counseling,
medical case management, and referral to appropriate agencies.

4.5(3) Patient fees.

a. A sliding fee scale for specialty genetics provider services shall be established for patients
attending the outreach clinics. The parameters for the sliding fee scale shall be based on federally
established percent of poverty guidelines and updated annually.

b.  Families/clients seen in the regional genetic consultation service clinics shall have bills
submitted to third-party payers where applicable. Families/clients shall be billed on a sliding fee scale
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after third-party payment is received. Payments received from receipts of service based on the sliding
fee scale or from the third-party payers shall be used only to support the RGCS.

¢.  The University of lowa Hospitals and Clinics under the control of the state board of regents
shall not receive indirect costs from state funds appropriated for this program.

641—4.6(136A) Neuromuscular and other related genetic disease program (NMP). This program
provides comprehensive services statewide for individuals and families with neuromuscular disorders
through outreach clinics and statewide, active surveillance for selected neuromuscular disorders.

4.6(1) Provision of comprehensive services. The department shall contract with the department
of pediatrics at the University of lowa to provide neuromuscular health care, case management and
education outreach services for individuals and families within lowa. The contractor shall provide
annual reports to the department as specified in the contract.

4.6(2) Clinical services. The services provided may include, but are not limited to: diagnostic
evaluations, confirmatory testing, physical therapy, consultation by board-certified neurologists, genetic
counseling, medical case management, supportive services and referral to appropriate agencies.

4.6(3) Patient fees.

a. A sliding fee scale for specialty genetic provider services shall be established for patients
attending the outreach clinics. The parameters for the sliding fee scale shall be based on federally
established percent of poverty guidelines and updated annually.

b.  Families/clients seen in neuromuscular outreach clinics shall have bills submitted to third-party
payers where applicable. Families/clients shall be billed on a sliding fee scale after third-party payment is
received. Payments received from receipts of service based on the sliding fee scale or from the third-party
payers shall be used only to support the neuromuscular outreach clinics.

c¢.  The University of lowa Hospitals and Clinics under the control of the state board of regents

shall not receive indirect costs from state funds appropriated for this program.
[ARC 7981B, IAB 7/29/09, effective 9/2/09]

641—4.7(136A) Iowa registry for congenital and inherited disorders (IRCID). This program
provides active statewide surveillance for congenital and inherited disorders. These disorders include
birth defects, neuromuscular disorders, metabolic disorders, and all stillbirths. The program also may
conduct active statewide surveillance of live births without a reportable congenital or inherited disorder
to serve as controls for epidemiological surveys. Surveillance activities for specific congenital and
inherited disorders will be conducted for the period of time that adequate financial support is available.

4.7(1) Definitions.

a.  Birth defects shall be defined as any major structural abnormality that may adversely affect a
child’s health and development. The abnormality must be diagnosed or its signs and symptoms must be
recognized within the first year of life.

b.  Neuromuscular disorders shall be defined as Duchenne and Becker muscular dystrophies.

¢.  Metabolic disorders shall be defined as those disorders included in the INMSP screening panel.

d.  Stillbirths shall be defined as an unintended fetal death occurring after a gestational period of
20 completed weeks or an unintended fetal death of a fetus with a weight of 350 or more grams. Stillbirth
is synonymous with fetal death.

e. A reportable congenital or inherited disorder occurring in a miscarriage or pregnancy may be
included in the IRCID.

4.7(2) Surveillance policy.

a.  Congenital disorders, including birth defects, occurring in lowa are reportable conditions, and
records of these disorders shall be abstracted pursuant to 641—1.3(139A) and maintained in the IRCID.
Congenital disorders surveillance shall be performed in order to determine the occurrence and trends
of such disorders, to conduct thorough and complete epidemiological surveys to identify environmental
and genetic risk factors for congenital disorders, to contribute to prevention strategies, and to assist in
the planning for and provision of services to children with congenital disorders and their families.
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b.  Records for selected neuromuscular disorders shall be abstracted pursuant to 641—1.3(139A)
and maintained in the IRCID. Selected neuromuscular disorders include Duchenne and Becker muscular
dystrophies. Selected neuromuscular disorders surveillance shall be performed in order to determine
the occurrence and trends of the selected neuromuscular disorders, to conduct thorough and complete
epidemiological surveys through annual long-term follow-up, and to assist in the planning for and
provision of services to children with selected neuromuscular disorders and their families.

c¢.  Records for selected metabolic disorders shall be abstracted pursuant to 641—1.3(139A)
and maintained in the IRCID. Selected metabolic disorders surveillance shall be performed in order
to determine the occurrence and trends of the selected metabolic disorders, to conduct thorough and
complete epidemiological surveys through annual long-term follow-up, and to assist in the planning for
and provision of services to children with selected metabolic disorders and their families.

d.  Stillbirths occurring in Iowa are reportable conditions, and records of these stillbirths shall
be abstracted pursuant to 641—1.3(139A) and maintained in the IRCID. Stillbirth surveillance shall
be performed in order to determine the occurrence and trends of stillbirths, to conduct thorough and
complete epidemiological surveys to identify environmental and genetic risk factors for stillbirths, and
to assist in the planning for and provision of services to prevent stillbirths.

4.7(3) IRCID activities.

a.  The center shall establish an agreement with the University of [owa to implement the activities
of the IRCID.

b. The IRCID shall use the birth defects, neuromuscular disorders, metabolic disorders, and
stillbirth coding schemes developed by the Centers for Disease Control and Prevention (CDC).

c¢.  The IRCID staff shall review hospital records, clinical charts, physician’s records, vital records,
prenatal records, and fetal death evaluation protocols pursuant to 641—1.3(139A), information from the
INMSP, RGCS, NMP, and the IMPSP, and any other information that the IRCID deems necessary and
appropriate for congenital and inherited disorders surveillance.

4.7(4) Department responsibility.

a.  When a live infant’s medical records are ascertained by the IRCID, the department or its
designee shall inform the parent or legal guardian by letter that this information has been collected and
provide the parent or guardian with information about services for which the child and family may be
eligible.

b.  The center and the IRCID shall annually release aggregate medical and epidemiological
information to medical personnel and appropriate state and local agencies for the planning and
monitoring of services for children with congenital or inherited disorders and their families.

4.7(5) Confidentiality and disclosure of information. Reports, records, and other information
collected by or provided to the IRCID relating to a person known to have or suspected of having
a congenital or inherited disorder are confidential records pursuant to lowa Code sections 22.7 and
136A.7.

a.  Personnel of the IRCID and the department shall maintain the confidentiality of all information
and records used in the review and analysis of congenital or inherited disorders, including information
which is confidential under lowa Code chapter 22 or any other provisions of state law.

b.  IRCID staff are authorized pursuant to 641—1.3(139A) to gather all information relevant to
the review and analysis of congenital or inherited disorders. This information may include, but is not
limited to, hospital records, physician’s records, clinical charts, vital records, prenatal records, fetal
death evaluation protocols, information from the INMSP, RGCS, NMP, and the IMPSP, and any other
information that the IRCID deems necessary and appropriate for congenital and inherited disorders
surveillance. IRCID staff are permitted to review hospital records, clinical charts, physician's records,
vital records, and prenatal records, information from the INMSP, RGCS, NMP, and IMPSP and any
other information that the IRCID deems necessary and appropriate for live births without a reportable
congenital or inherited disorder to serve as controls for epidemiological surveys.

c.  No individual or organization providing information to the IRCID in accordance with this rule
shall be deemed or held liable for divulging confidential information.
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4.77(6) Access to information in the IRCID. The IRCID and the department shall not release
confidential information except to the following, under the following conditions:

a. The parent or guardian of an infant or child for whom the report is made and who can
demonstrate that the parent or guardian has received the notification letter.

b.  An Early ACCESS service coordinator or an agency under contract with the department to
administer the children with special health care needs program, upon receipt of written consent from the
parent or guardian of the infant or child.

c¢.  Alocal health care provider, upon receipt of written consent from the parent or guardian of the
infant or child.

d. A representative of a federal agency, to the extent that the information is necessary to perform a
legally authorized function of that agency or the department. The information provided shall not include
the personal identifiers of an infant or child with a reportable congenital or inherited disorder.

e. Researchers, in accordance with the following:

(1) All proposals for research using the IRCID data to be conducted by persons other than program
staff shall first be submitted to and accepted by the researcher’s institutional review board. Proposals
shall then be reviewed and approved by the department and the IRCID's internal advisory committee
before research can commence.

(2) The IRCID shall submit to the IRCID's internal advisory committee for approval a protocol
describing any research conducted by the IRCID in which the IRCID deems it necessary to contact case
subjects and controls.

1 A representative of a state agency, to the extent that the information is necessary to perform
a legally authorized function of that agency or the department. The state agency will be subject to

confidentiality regulations that are the same as or more stringent than those in the state of lowa.
[ARC 7981B, IAB 7/29/09, effective 9/2/09]

These rules are intended to implement lowa Code chapter 136A.
[Filed November 20, 1970]
[Filed 2/12/82, Notice 12/23/81—published 3/3/82, effective 4/7/82]
[Filed emergency 7/15/83—published 8/3/83, effective 7/15/83]
[Filed emergency 9/23/83—published 10/12/83, effective 9/23/83]
[Filed emergency 5/11/84—published 6/6/84, effective 5/11/84]
[Filed 11/15/85, Notice 8/14/85—published 12/4/85, effective 1/8/86]
[Filed 12/8/86, Notice 9/24/86—published 12/31/86, effective 2/4/87]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 11/30/87, Notice 10/21/87—published 12/16/87, effective 1/20/88]
[Filed 1/10/92, Notice 8/7/91—published 2/5/92, effective 3/11/92]
[Filed emergency 7/14/95 after Notice 6/7/95—published 8/2/95, effective 7/14/95]
[Filed 9/14/01, Notice 8/8/01—published 10/3/01, effective 11/7/01]
[Filed 9/11/02, Notice 8/7/02—published 10/2/02, effective 11/6/02]
[Filed 9/12/03, Notice 8/6/03—published 10/1/03, effective 11/5/03]
[Filed 7/16/04, Notice 6/9/04—published 8/4/04, effective 9/8/04]

[Filed emergency 7/13/05 after Notice 5/25/05—published 8/3/05, effective 7/13/05]
[Filed emergency 7/27/06 after Notice 6/21/06—published 8/16/06, effective 7/27/06]
[Filed 9/13/07, Notice 8/1/07—published 10/10/07, effective 11/14/07]

[Filed ARC 7981B (Notice ARC 7791B, IAB 5/20/09), IAB 7/29/09, effective 9/2/09]
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CHAPTER 5

MATERNAL DEATHS
[Prior to 7/29/87, Health Department[470]]

641—5.1(135) Reporting of maternal deaths. A maternal death is any death occurring while a woman
is pregnant or of a woman within one year after delivery. This includes but is not limited to deaths
resulting from abortions, ectopic pregnancies and all deaths during pregnancy, childbirth, puerperium or
deaths from complications of childbirth. In the event of a maternal death, the certifying physician shall
indicate that circumstance on the certificate of death.

641—5.2(135) Ascertainment of maternal deaths. The department of public health annually shall
systematically ascertain maternal deaths using birth and death vital records.

641—5.3(135) Reviewing of maternal deaths. Hospitals, physicians, and other licensed health
care professionals shall provide to the department of public health clinical records pertinent to the
review of individual maternal deaths. The release of these materials is a confidential and privileged
communication, and no liability shall be attached to the release. Neither the released information nor
reports generated from that information shall be allowed in any legal proceedings, pursuant to lowa
Code section 135.42. The department of public health shall ensure a timely, confidential review of all
maternal deaths by experts in obstetric medicine and maternal mortality for the purpose of reducing
morbidity and mortality. At least every three years, the department shall issue occasional reports on
the causes and contributing factors of maternal deaths and recommendations of possible preventive
strategies based on those reviews.
These rules are intended to implement lowa Code section 135.40.
[Filed November 20, 1970; amended October 15, 1973]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 11/19/01, Notice 10/3/01—published 12/12/01, effective 1/16/02]
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CHAPTER 6

VENEREAL DISEASE PROPHYLACTICS
[Prior to 7/29/87, Health Department[470]]

Rescinded IAB 6/2/10, effective 7/7/10
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CHAPTER 7
IMMUNIZATION AND IMMUNIZATION EDUCATION: PERSONS ATTENDING ELEMENTARY
OR SECONDARY SCHOOLS, LICENSED CHILD CARE CENTERS OR INSTITUTIONS OF

HIGHER EDUCATION
[Prior to 7/29/87, Health Department[470]]

641

7.1(139A) Definitions.

“Admitting official” means the superintendent of schools or the superintendent’s designated
representative if a public school; if a nonpublic school or licensed child care center, the governing
official of the school or child care center.

“Applicant” means any person seeking enrollment in a licensed child care center or elementary or
secondary school.

“Certified medical assistant” means a person who is certified to practice as a certified medical
assistant following completion of a postsecondary medical assistant program accredited by the
Commission on Accreditation of Allied Health Education Programs or the Accrediting Bureau of Health
Education Schools and successful completion of the certification examination and who is directed by a
supervising physician, physician assistant, or nurse practitioner.

“Competent private instruction ”’ means private instruction as defined by the department of education
pursuant to Iowa Code section 299A.1.

“Department” means the lowa department of public health.

“Electronic signature” means a confidential personalized digital key, code, or number that is used
for secure electronic data transmission and that identifies and authenticates the signatory.

“Elementary school” means kindergarten if provided, and grades one through eight or grades one
through six when grades seven and eight are included in a secondary school.

“Enrolled user” means a user of the registry who has completed an enrollment form that specifies
the conditions under which the registry can be accessed and who has been issued an identification code
and password by the department.

“Immunization registry” or ‘registry” means the database and file server maintained by the
department as well as the software application that allows enrolled users to exchange immunization
records.

“Institution of higher education” means a postsecondary school.

“Licensed child care center” means a facility or program licensed by the lowa department of human
services to provide child care for seven or more children or a prekindergarten or preschool, regardless
of the source of funding, operated by a local school district, an accredited nonpublic school, an area
education agency, or a college or university.

“Nurse” means a person licensed to practice as a nurse pursuant to lowa Code chapter 152.

“Nurse practitioner” means a person licensed to practice as a registered nurse pursuant to lowa Code
chapter 152 and certified by a professional certifying body approved by the board of nursing.

“On-campus residence hall or dormitory” means campus housing for students that is owned or
leased by the institution of higher education and located on a recognized campus site.

“Physician” means a person licensed to practice medicine and surgery or osteopathic medicine and
surgery pursuant to lowa Code chapter 148, 150, or 150A.

“Physician assistant” means a person licensed to practice as a physician assistant pursuant to lowa
Code chapter 148C.

“Postsecondary school” means a postsecondary institution under the control of the state board
of regents, a community college established under lowa Code chapter 260C, or an accredited private
institution as defined in Iowa Code section 261.9, subsection 1.

“Postsecondary student” means a person who has officially registered with a postsecondary school,
as determined by the school, and who physically attends class on the school’s campus. For purposes
of these rules, “postsecondary student” does not include a person who is exclusively registered in a
correspondence course or continuing education class or who attends class exclusively by means of the
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Internet or the Iowa communications network or through other means which do not require the person’s
physical presence on the school’s campus.

“Provisional enrollment” means enrollment for a period of time not to exceed the limit specified in
subrule 7.7(2) to allow the applicant to meet the requirements of these rules. A provisionally enrolled
applicant is entitled access to all the benefits, activities, and opportunities of the school or licensed child
care center. Provisional enrollment shall not deny the school funding for the applicant.

“Secondary school” means (a) a junior high school comprising grades 7, 8 and 9, and a senior high
school; (b) a combined junior-senior high school comprising grades 7 through 12; (c) a junior high
school comprising grades 7 and 8 and a high school comprising grades 9 through 12; (d) a high school
comprising grades 9 through 12.

“Signature” means an original signature or the authorized use of a stamped signature or electronic
signature.

“Student” means an individual who is enrolled in a licensed child care center, elementary school or
secondary school.

641—7.2(139A) Persons included. The immunization requirements specified elsewhere in these rules
apply to all persons enrolled or attempting to enroll in a licensed child care center or a public or nonpublic
elementary or secondary school in lowa including those who are provided competent private instruction.

641—7.3(139A) Persons excluded. Exclusions to these rules are permitted on an individual basis for
medical and religious reasons. Applicants approved for medical or religious exemptions shall submit to
the admitting official a valid Iowa department of public health certificate of immunization exemption.

7.3(1) To be valid, a certificate of immunization exemption for medical reasons shall contain, at
a minimum, the applicant’s last name, first name, and date of birth, the vaccine(s) exempted, and an
expiration date (if applicable) and shall bear the signature of a physician, nurse practitioner, or physician
assistant. A medical exemption may be granted to an applicant when, in the opinion of a physician, nurse
practitioner, or physician assistant:

a.  The required immunizations would be injurious to the health and well-being of the applicant or
any member of the applicant’s family or household. In this circumstance, a medical exemption may apply
to a specific vaccine(s) or all required vaccines. If, in the opinion of the physician, nurse practitioner, or
physician assistant issuing the medical exemption, the exemption should be terminated or reviewed at a
future date, an expiration date shall be recorded on the certificate of immunization exemption; or

b.  Administration of the required vaccine would violate minimum interval spacing. In this
circumstance, an exemption shall apply only to an applicant who has not received prior doses of the
exempted vaccine. An expiration date, not to exceed 60 calendar days, and the name of the vaccine
exempted shall be recorded on the certificate of exemption.

7.3(2) Areligious exemption may be granted to an applicant if immunization conflicts with a genuine
and sincere religious belief.

a. To be valid, a certificate of immunization exemption for religious reasons shall contain,
at a minimum, the applicant's last name, first name, and date of birth and shall bear the signature
of the applicant or, if the applicant is a minor, of the applicant's parent or guardian and shall attest
that immunization conflicts with a genuine and sincere religious belief and that the belief is in fact
religious and not based merely on philosophical, scientific, moral, personal, or medical opposition to
immunizations.

b.  The certificate of immunization exemption for religious reasons is valid only when notarized.

7.3(3) Medical and religious exemptions under this rule do not apply in times of emergency or
epidemic as determined by the state board of health and declared by the director of public health.

641—7.4(139A) Required immunizations.
7.4(1) Applicants enrolled or attempting to enroll shall have received the following vaccines in
accordance with the doses and age requirements below:
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IMMUNIZATION REQUIREMENTS

Applicants enrolled or attempting to enroll shall have received the following vaccines in accordance with the doses and age requirements listed
below. If, at any time, the age of the child is between the listed ages, the child must have received the number of doses in the “Total Doses

Required” column.

Institution Age Vaccine Total Doses Required
Less than 4 This is nat a recommended administration schedule, but containg the minimum requirements for participation in
months of | | - . N -
age licensed child care. Routine vaccination begins at 2 months of age.
4months | Diphtheria/Tetanus/Pertussis 1 dose
through 5 | Polio 1 dose
months of | haemophilus influenzaetype B | 1 dose
age Pneumacoccal 1 dose
6months | Diphtheria/Tetanus/Pertussis 2 doses
through 11 | Polio 2 doses
months of | haemophilus inflienzaetype B | 2 doses
age Pneumococeal 2 doses

Licensed Child Care Center

12 months

through 18

months of
age

19 months

through 23

months of
age

24 months
and older

Diphtheria/Tetanus/Pertussis 3 doses
Polio 2 doses
2 doses; or

haemaphilus influenzae type B

1 dose received when the applicant is 15 months of age or older.

Pneumococcal

Diphtheria/Tetanus/Pertussis

3 doses if the applicant received 1 or 2 doses before 12 months of age; or
2 doses if the applicant has not received any previous doses or has received 1
dose on or after 12 months of age.

4 doses

Polio

3 doses

taemaphilus inflienzae type B

3 doses, with the final dose in the series received on or after 12 months of age, or
1 dose received when the applicant is 15 months of age or older.

Pneumococcal

4 doses; or

3 doses if the applicant received 1 or 2 doses before 12 months of age; or

2 doses if the applicant has not received any previous doses or has received 1
dose on or after 12 months of age.

Measles/Rubella’

1 dose of measlesirubella-containing vaccine received on or after 12 months of
age; or the applicant demonstrates a positive antibody test for measles and
rubella from a U.S. laboratory.

Varicella

Diphtheria/Tetanus/Pertussis

1 dose received on or after 12 months of age if the applicant was born on or after
September 15, 1997, unless the applicant has had a reliable history of natural
disease.

4 doses

Polio

3 doses

haemophilus influenzae type B

3 doses, with the final dose in the series received on or after 12 months of age; or
1 dose received when the applicant is 15 months of age or older. Hib vaccine is
not indicated for persons 60 months of age or older.

Pneumococcal

4 doses if the applicant received 3 doses before 12 months of age; or

3 doses if the applicant received 2 doses before 12 months of age; or

2 doses if the applicant received 1 dose before 12 months of age or received 1
dose between 12 and 23 months of age; or

1 dose if no doses had been received prior to 24 months of age.
Pneumococcal vaccine is not indicated for persons 60 months of age or older.

Measles/Rubella’

1 dose of measles/rubella-containing vaccine received on or after 12 months of
age; or the applicant demonstrates a positive antibody test for measles and
rubella from a U.S. laboratory.

Varicella

1 dose received on or after 12 months of age if the applicant was born on or after
September 15, 1997, unless the applicant has had a reliable history of natural
disease.
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Applicants enrolled or attempting to enroll shall have received the following vaccines in accordance with the doses and age requirements listed
below. If, at any time, the age of the child is between the listed ages, the child must have received the number of doses in the “Total Doses
Required” column.

Institution Age Vaccine Total Doses Required

3 doses, with at least 1 dose of diphtheria/tetanus/pertussis-containing
vaccine received on or after 4 years of age if the applicant was born on or
before September 15, 2000; or

4 doses, with at least 1 dose of diphtheriaftetanus/pertussis-containing
vaccine received on or after 4 years of age if the applicant was born after
DiphtheriafTetanus/Pertussis® 4 September 13, 2000, but before September 15, 2003; or

5 doses with at least 1 dose of diphtheriattetanus/pertussis-containing
vaccine received on or after 4 years of age if the applicant was born on or
after September 15, 2003.2

DTaP is not indicated for persons 7 years of age and older, therefore, a
tetanus-and diphtheria-containing vaccine should be used.

3 doses, with at least 1 dose received on or after 4 years of age if the
4 years of Polio® applicant was born on or before September 15, 2003; or

age and 4 doses, with at least 1 dose received on or after 4 years of age if the

dder applicant was born after September 15, 2003.5

2 doses of measlesirubella-containing vaccine; the first dose shall have
been received on or after 12 months of age; the second dose shall have
Measles/Rubella' been received no less than 28 days after the first dose; or
the applicant demonstrates a positive antibody test for measles and rubella
from a U.S. laboratory.
Hepatitis B 3 doses if the applicant was born on or after July 1, 1994

1 dose received on or after 12 months of age if the applicant was born on
or after September 15, 1997, but born before September 15, 2003, unless
the applicant has had a reliable history of natural disease; or

2 doses received on or after 12 manths of age if the applicant was born on
or after September 15, 2003, unless the applicant has a reliable history of
natural disease.”

School (K-12)

Elementary or Secondary

Varicella

1 Mumps vaccine may be included in measles/rubella-containing vaccine.

2The 5" dose of DTaP is not necessary if the 4" dose was administered on or after 4 years of age

3 Applicants 7 through 18 years of age who received their 15t dose of diphtheria/tetanus/pertussis-containing vaccine before 12 months of age should
receive a total of 4 doses, with one of those doses administered on or after 4 years of age.

+ Applicants 7 through 18 years of age who received their 15 dose of diphtheria/tetanus/pertussis-containing vaccine at 12 months of age or older
should receive a total of 3 doses, with one of those doses administered on or after 4 years of age.

5 If an applicant received an all-inactivated poliovirus {IPY) or all-oral poliovirus (OPV) series, a 4" dose is not necessary if the 3¢ dose was
administered on or after 4 years of age.

5 1f both OPV and IPV were administered as part of the series, a total of 4 doses are required, regardess of the applicant’s current age.

7 Administer 2 doses of varicella vaccine, atleast 3 months apart, to applicants less than 13 years of age. Do not repeat the 2n dose if administered
28 days or greater from the 1¢' dose. Administer 2 doses of varicella vaccine to applicants 13 years of age or older atleast 4-weeks apart. The
minimum interval between the 15 and 2 dose of varicella for an applicant 13 years of age or dder is 28 days.

7.4(2) Vaccine doses administered less than or equal to 4 days before the minimum interval or age
shall be counted as valid. Doses administered greater than or equal to 5 days earlier than the minimum
interval or age shall not be counted as valid doses and shall be repeated as appropriate.

7.4(3) For vaccine administration, the minimum age and intervals recommended by the advisory

committee on immunization practices shall be followed.
[ARC 8377B, IAB 12/16/09, effective 11/18/09; ARC 8658B, IAB 4/7/10, effective 5/12/10]

641—7.5(139A) Required education. Each institution of higher education that has an on-campus
residence hall or dormitory shall provide vaccination information on meningococcal disease to
each postsecondary student enrolled in the institution of higher education. Meningococcal disease
information shall be contained on student health forms. For purposes of this rule, student health form(s)
means a document(s) prepared by an institution of higher education that contains, at a minimum,
information on meningococcal disease, vaccination information and any recommendations issued
by the national Centers for Disease Control and Prevention regarding meningococcal disease. The
student health form(s) shall also include space for the postsecondary student to indicate whether or
not the postsecondary student has received vaccination against meningococcal disease, including,
at a minimum, the date of vaccination. The student health form(s) shall also include space for the
postsecondary student to indicate whether or not the postsecondary student has received information on
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meningococcal disease and benefits of vaccine. If a traditional student health form is not utilized by the
institution of higher education, any document(s) containing the above information is acceptable.

641—7.6(139A) Proof of immunization.

7.6(1) A valid Towa department of public health certificate of immunization shall be submitted by
the applicant or, if the applicant is a minor, by the applicant's parent or guardian to the admitting official
of the school or licensed child care center in which the applicant wishes to enroll. To be valid, the
certificate shall be the certificate of immunization issued by the department, a computer-generated copy
from the immunization registry, or a certificate of immunization which has been approved in writing by
the department. The certificate shall contain, at a minimum, the applicant’s last name, first name, and
date of birth, the vaccine(s) administered, the date(s) given, and the signature of a physician, a physician
assistant, a nurse, or a certified medical assistant. A faxed copy, photocopy, or electronic copy of the
valid certificate is acceptable. The judgment of the adequacy of the applicant’s immunization history
should be based on records kept by the person signing the certificate of immunization or on that person's
personal knowledge of the applicant’s immunization history, or comparable immunization records from
another person or agency, or an international certificate of vaccination, or the applicant’s personal
health records. If personal health records are used to make the judgment, the records shall include the
vaccine(s) administered and the date given. Persons validating the certificate of immunization are not
held responsible for the accuracy of the information used to validate the certificate of immunization if
the information is from sources other than their own records or personal knowledge.

7.6(2) Persons wishing to enroll who do not have a valid lowa department of public health certificate
of immunization available to submit to the admitting official shall be referred to a physician, a physician
assistant, a nurse, or a certified medical assistant to obtain a valid certificate.

641—7.7(139A) Provisional enrollment.

7.7(1) A valid Iowa department of public health provisional enrollment certificate shall be submitted
by the applicant or, if the applicant is a minor, by the applicant's parent or guardian to the admitting
official of the school or licensed child care center in which the applicant wishes to enroll. Applicants
who have begun but not completed the required immunizations may be granted provisional enrollment.
To qualify for provisional enrollment, applicants shall have received at least one dose of each of the
required vaccines or be a transfer student from another school system. A transfer student is an applicant
seeking enrollment from one United States elementary or secondary school into another. To be valid,
the certificate shall contain, at a minimum, the applicant’s last name, first name, and date of birth,
the vaccine(s) administered, the date(s) given, the remaining vaccine(s) required, the reason that the
applicant qualifies for provisional enrollment, and the signature of a physician, a physician assistant, a
nurse, or a certified medical assistant. Persons validating the provisional certificate of immunization are
not held responsible for the accuracy of the information used to validate the provisional certificate of
immunization if the information is from sources other than their own records or personal knowledge.
Persons signing the provisional certificate of immunization shall certify that they have informed the
applicant or, if the applicant is a minor, the applicant's parent or guardian of the provisional enrollment
requirements.

a.  Any applicant seeking provisional enrollment who does not have a valid lowa department of
public health provisional certificate of immunization to submit to the admitting official shall be referred
to a physician, a physician assistant, a nurse, or a certified medical assistant to obtain a valid certificate.

b.  Reserved.

7.7(2) The amount of time allowed for provisional enrollment shall be as soon as medically feasible
but shall not exceed 60 calendar days. The period of provisional enrollment shall begin on the date the
provisional certificate is signed. The person signing the provisional certificate shall assign an expiration
date to the certificate and shall indicate the remaining immunizations required to qualify for a certificate
of immunization.
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7.7(3) The applicant or parent or guardian shall ensure that the applicant receive the necessary
immunizations during the provisional enrollment period and shall submit a certificate of immunization
to the admitting official by the end of the provisional enrollment period.

7.7(4) Rescinded IAB 12/3/08, effective 1/7/09.

7.7(5) If at the end of the provisional enrollment period the applicant or parent or guardian has not
submitted a certificate of immunization, the admitting official shall immediately exclude the applicant
from the benefits, activities, and opportunities of the school or licensed child care center until the
applicant or parent or guardian submits a valid certificate of immunization.

7.7(6) If at the end of the provisional enrollment period the applicant has not completed the
required immunizations due to minimum interval requirements, a new lowa department of public health
provisional certificate of immunization shall be submitted to the admitting official. The admitting
official must maintain all issued certificates of provisional immunization with the original provisional
certificate until the applicant submits a certificate of immunization.

641—7.8(139A) Records and reporting.

7.8(1) It shall be the duty of the admitting official of a licensed child care center or elementary
or secondary school to ensure that the admitting official has a valid lowa department of public health
certificate of immunization, certificate of immunization exemption, or provisional certificate of
immunization on file for each student.

a. The admitting official shall keep the certificates on file in the school or licensed child care
center in which the student is enrolled and assist the student or parent or guardian in the transfer of the
certificate to another school or licensed child care center upon the transfer of the student to another school
or licensed child care center.

b.  Unless otherwise requested by the applicant, or parent or guardian, the admitting official shall
retain the lowa department of public health certificate of immunization, or certificate of immunization
exemption, or provisional certificate of immunization for three years commencing upon the transfer or
graduation of the applicant or the school may choose to provide the permanent immunization record to
the student at time of graduation. Included with the immunization record a letter should state that this
is an important document that will be needed by the student for college or employment and should be
permanently retained.

7.8(2) It shall be the duty of the local boards of health to audit the lowa department of public health
certificates of immunization, certificates of immunization exemption, and provisional certificates of
immunization in the schools within their jurisdiction to determine compliance with lowa Code section
139A.8. The local boards of health shall furnish the Iowa department of public health within 60 days of
the first official day of school a report of the audit. The report shall be submitted for each school within
the local board of health’s jurisdiction and shall include the enrollment by grade, and the number of
Iowa department of public health certificates of immunization, certificates of immunization exemption,
and provisional certificates of immunization by grade.

7.8(3) The local board of health and the Iowa department of public health shall have the right
to have access to the lowa department of public health certificates of immunization, certificates of
immunization exemption, and the provisional certificates of immunization of children enrolled in
elementary and secondary schools and licensed child care centers within the constraints of the privacy
rights of parents and students.

7.8(4) The admitting official of an institution of higher education shall provide to the department of
public health by December 1 each year aggregate data regarding compliance with lowa Code section
139A.26. The data shall be forwarded to the department within 30 days. The data shall include, but not
be limited to, the total number of incoming postsecondary freshmen students living in a residence hall
or dormitory who have:

a. Enrolled in the institution of higher education; and

b.  Been provided information on meningococcal disease; and

c¢.  Been immunized with meningococcal vaccine.
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641—7.9(139A) Providing immunization services. It shall be the duty of the local boards of health to
provide immunization services where no local provision exists for the services.

641—7.10(139A) Compliance. Applicants not presenting proper evidence of immunization, or
exemption, are not entitled to enrollment in a licensed child care center or elementary or secondary
school under the provisions of lowa Code section 139A.8. It shall be the duty of the admitting official
to deny enrollment to any applicant who does not submit proper evidence of immunization according
to rule 7.6(139A) and to exclude a provisionally enrolled applicant in accordance with rule 7.7(139A).

641—7.11(22) Iowa’s immunization registry.

7.11(1) The department shall maintain a statewide immunization registry. Enrolled users are
responsible for purchasing and maintaining all computer hardware related to use of the registry and for
providing an Internet connection to transfer information between the user’s computer and the registry.

7.11(2) Purpose and permitted uses of registry.

a.  The registry shall consist of immunization information, including identifying and demographic
data, to allow enrolled users to maintain and access a database of immunization histories for purposes of
ensuring that patients are fully immunized.

b.  The registry may be used to track inventory or utilization of pharmaceutical agents identified
by the department to prepare for or respond to an emergency event.

c.  Enrolled users shall not use information obtained from the registry to market services to patients
or nonpatients, to assist in bill collection services, or to locate or identify patients or nonpatients for any
purpose other than those expressly provided in this rule.

7.11(3) Release of information to the registry. Enrolled users shall provide immunization
information including identifying and demographic data to the registry. Information provided may
include, but is not limited to, the following:

Name of patient;

Gender of patient;

Date of birth;

Race;

Ethnicity;

Birth state and birth country;

Address;

Parents’ names;

Mother’s maiden name;

Type of vaccination administered,

Dose or series number of vaccine;

Date vaccination was administered;

Lot number;

Contraindications, precautions;

Provider name, license, and business address; and
Patient history, including previously unreported doses.

7.11(4) Confidentiality of registry information. Immunization information, including identifying
and demographic data maintained on the registry, is confidential and may not be disclosed except under
the following limited circumstances:

a. The department may release information from the registry to the following:

(1) The person immunized or the parent or legal guardian of the person immunized;

(2) Enrolled users of the registry who have completed an enrollment form that specifies the
conditions under which the registry can be accessed and who have been issued an identification code
and password by the department;

(3) Persons or entities requesting immunization data in an aggregate form that does not identify an
individual either directly or indirectly.
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(4) Agencies that complete an agreement with the department which specifies conditions for access
to registry data and how that data will be used. Agencies shall not use information obtained from the
registry to market services to patients or nonpatients, to assist in bill collection services, or to locate or
identify patients or nonpatients for any purposes other than those expressly provided in this rule.

(5) A representative of a state or federal agency, or entity bound by that state or federal agency, to
the extent that the information is necessary to perform a legally authorized function of that agency or the
department. The state or federal agency is subject to confidentiality regulations that are the same as or
more stringent than those in the state of lowa. State or federal agencies shall not use information obtained
from the registry to market services to patients or nonpatients, to assist in bill collection services, or to
locate or identify patients or nonpatients for any purposes other than those expressly provided in this
rule.

(6) The admitting official of a licensed child care center, elementary school, or secondary school;
or medical or health care providers providing continuity of care.

b.  Enrolled users shall not release immunization data obtained from the registry except to the
person immunized, the parent or legal guardian of the person immunized, admitting officials of licensed
child care centers and schools, medical or health care providers providing continuity of care, and other

enrolled users of the registry.
[ARC 8377B, IAB 12/16/09, effective 11/18/09; ARC 8658B, IAB 4/7/10, effective 5/12/10]

641—7.12(22) Release of immunization information.

7.12(1) Between a physician, physician assistant, nurse, or certified medical assistant and the
elementary or secondary school or licensed child care center that the student attends. A physician,
a physician assistant, a nurse, or a certified medical assistant shall disclose a student’s immunization
information, including the student’s name, date of birth, and demographic information, the month, day,
year and vaccine(s) administered, and clinic source and location, to an elementary or secondary school
or a licensed child care center upon written or verbal request from the elementary or secondary school
or licensed child care center. Written or verbal permission from a student or parent is not required
to release this information to an elementary or secondary school or licensed child care center that the
student attends.

7.12(2) Among  physicians,  physician  assistants, nurses, or certified medical
assistants. Immunization information, including the student’s last name, first name, date of birth, and
demographic information, the month, day, year and vaccine(s) administered, and clinic source and
location, shall be provided by a physician, physician assistant, nurse, or certified medical assistant to
another health care provider without written or verbal permission from the student, parent or guardian.

7.12(3) Among an elementary school, secondary school, and licensed child care center that the
student attends. An elementary school, secondary school, and licensed child care center shall disclose
a student’s immunization information, including the student’s last name, first name, date of birth, and
demographic information, the month, day, and year of vaccine(s) administered, and clinic source and
location, to another elementary school, secondary school, and licensed child care center that the student
attends. Written or verbal permission from a student, or if the student is a minor, the student’s parent
or guardian, is not required to release this information to an elementary school, secondary school, and
licensed child care center that the student attends.

These rules are intended to implement lowa Code sections 139A.8 and 22.7(2).

[Filed 11/10/77, Notice 10/5/77—published 11/30/77, effective 1/4/78]
[Filed emergency 12/23/77—published 1/11/78, effective 12/23/77]

[Filed emergency 9/18/78 after Notice 5/31/78—published 10/4/78, effective 9/18/78]
[Filed emergency 8/7/80 after Notice 6/11/80—published 9/3/80, effective 8/8/80]
[Filed emergency 1/15/81—published 2/4/81, effective 1/15/81]

[Filed 9/23/83, Notice 7/6/83—published 10/12/83, effective 11/16/83]

[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]

[Filed 1/11/89, Notice 10/19/88—published 2/8/89, effective 3/17/89]

[Filed 5/10/91, Notice 4/3/91—published 5/29/91, effective 7/3/91]
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[Filed 5/16/94, Notice 3/2/94—published 6/8/94, effective 7/13/94]
[Filed 5/13/96, Notice 3/27/96—published 6/5/96, effective 7/10/96]
[Filed 11/10/98, Notice 9/23/98—published 12/2/98, effective 1/6/99]

[Filed emergency 7/9/03—published 8/6/03, effective 7/9/03]
[Filed 9/12/03, Notice 8/6/03—published 10/1/03, effective 11/5/03]¢
[Filed 7/15/05, Notice 5/25/05—published 8/3/05, effective 9/7/05]
[Filed emergency 1/11/06—published 2/1/06, effective 1/11/06]
[Filed 11/12/08, Notice 7/16/08—published 12/3/08, effective 1/7/09]

[Filed Emergency ARC 8377B, IAB 12/16/09, effective 11/18/09]

[Filed ARC 8658B (Notice ARC 8399B, IAB 12/16/09; Amended Notice ARC 8491B, IAB 1/27/10),
IAB 4/7/10, effective 5/12/10]

®  Two or more ARCs
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CHAPTER 8

SEXUAL ASSAULT EXAMINATION AND REIMBURSEMENT
[Prior to 7/29/87, Health Department[470] Ch 8]
[Transferred to Department of Justice[61]; see 61—9.82, 9.83]
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CHAPTER 9

OUTPATIENT DIABETES EDUCATION PROGRAMS
[Prior to 7/29/87, Health Department[470], Ch 9]

641—9.1(135) Scope. The scope of this chapter is to describe the standards for outpatient diabetes
self-management education programs and the procedures programs must follow for certification by the
Iowa department of public health that will allow for third-party reimbursement.

641—9.2(135) Definitions. For the purpose of these rules, the following terms shall have the meaning
set forth below.

“AADE” means the American Association of Diabetes Educators.

“Accredited” means that a program is currently accredited by the American Association of Diabetes
Educators.

“ADA” means the American Diabetes Association.

“Certification” means the review and approval and assignment of a program site number of an
outpatient diabetes education program which meets minimum standards.

“Certified diabetes educator” means a person currently certified by the National Certification Board
for Diabetes Educators.

“Department” means the lowa department of public health.

“Diabetes mellitus” includes the following:

1. “Type I diabetes” means insulin-dependent diabetes (IDDM) requiring lifelong treatment with
insulin.

2. “Type Il diabetes” means noninsulin-dependent diabetes often managed by food plan, exercise,
weight control, and in some instances, oral medications or insulin.

3. “Gestational diabetes” means diabetes diagnosed during pregnancy.

4. “Impaired glucose tolerance” means a condition in which blood glucose levels are higher than
normal, diagnosed by a physician, and treated with food plan, exercise or weight control.

5. “Secondary diabetes” means diabetes induced by drugs or chemicals as well as by pancreatic
or endocrine disease and treated appropriately.

“Director” means the director of the lowa department of public health.

“Licensed dietitian” means a person currently licensed to practice dietetics under lowa Code chapter
152A.

“Participant” means a patient who is referred to, is active in, or has completed the educational
diabetes program.

“Pharmacist” means a person currently licensed to practice pharmacy under lowa Code chapter 155.

“Physician” means a person currently licensed to practice medicine and surgery, osteopathic
medicine and surgery, or osteopathy under lowa Code chapters 148 and 150A.

“Primary instructor” means an instructor with major or broad teaching responsibility.

“Professional health educator” means a person having successfully completed a degree designated
“health education” from an accredited college or university.

“Program” means an outpatient diabetes self-management education program in which instruction
shall be provided which shall enable people with diabetes and their families to understand the diabetes
disease process and the daily management of diabetes.

“Program coordinator” means the person responsible for the direction and supervision of a program
including, but not limited to, planning, arranging implementation, and assuring quality.

“Program staff” means the program coordinator, program physician, primary and supporting
instructors, and advisory committee members.

“Recognized” means that a program is currently recognized by the American Diabetes Association.

“Registered nurse” means a person currently licensed to practice professional nursing under lowa
Code chapter 152.

“Standards” means the outpatient diabetes education program standards developed by the
department.
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“Supporting instructor” means an instructor who teaches only one or two specific topics of the

program, on a voluntary or paid basis.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.3(135) Powers and duties. The department shall be responsible for taking the following actions:

9.3(1) Develop minimum standards in coordination with the American Diabetes Association and the
American Association of Diabetes Educators.

9.3(2) Annually review and update the standards as needed, and provide revised standards to
programs and others.

9.3(3) Develop certification packages.

a. Certification packages shall be provided on request to programs and to the general public.

b.  The package shall contain certification procedures, rules, and standardized forms.

c¢.  The certification package is available from the Bureau of Chronic Disease Prevention and
Management, Division of Health Promotion and Chronic Disease Prevention, lowa Department of
Public Health, Lucas State Office Building, 321 East 12th Street, Des Moines, lowa 50319-0075.

9.3(4) Evaluate each application submitted and determine adequacy of program for certification.

9.3(5) Assign a program site number and an expiration date and issue a certificate to each program
that meets the standards. A certificate shall be valid for three years from issuance unless specified
otherwise on the certificate or unless sooner revoked.

9.3(6) Maintain a list of certified programs.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.4(135) Application procedures for American Diabetes Association-recognized and
American Association of Diabetes Educators-accredited programs. When a program is recognized
by the American Diabetes Association or accredited by the American Association of Diabetes
Educators, the program shall apply for certification to the department by submitting a copy of the
Certificate of Recognition provided by ADA or the Certificate of Accreditation provided by AADE,
the name, address and telephone number for the program, the name of the program coordinator and the
name of the program physician. In addition, since the ADA recognition and the AADE accreditation
programs do not require the participation of a pharmacist but the lowa law does, ADA-recognized
and AADE-accredited programs shall submit the name(s), license number(s) and continuing education
hours of the pharmacist(s) who serves as program staff. A pharmacist shall be a primary or supporting
instructor or advisory committee member and shall meet the education requirements in 9.8(6), 9.8(7)

or 9.8(8).
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.5(135) Renewal procedures for American Diabetes Association-recognized and American
Association of Diabetes Educators-accredited programs. Programs shall renew their certification
every four years, at least 30 days prior to the expiration date. To apply for renewal of certification,
the ADA-recognized program or the AADE-accredited program shall submit a copy of the new ADA
Certificate of Recognition or AADE Certificate of Accreditation, the name, address and telephone
number for the program, the name of the program coordinator, the name of the program physician, and
the name(s), license number(s), and continuing education hours of the pharmacist(s) who serves as
program staff. A pharmacist shall be a primary or supporting instructor or advisory committee member

and shall meet the continuing education requirements in 9.9(7).
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.6(135) Application procedures for programs not recognized by the American Diabetes
Association or accredited by the American Association of Diabetes Educators.

9.6(1) Each program shall apply for certification with the department.

9.6(2) Applications from programs not recognized by ADA or accredited by AADE shall provide
the following information:
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a. Name, address and telephone number for the program, program physician and program
coordinator.

b.  Identification of the target population, an estimate of the program caseload, estimated number
of programs to be conducted annually, minimum and maximum class size, and a calendar identifying
the hours per day and number of days per week scheduled in individual or group instruction to meet the
minimum course requirements.

c. A description of goals and objectives, participant referral mechanism, and means of
coordinating between the community, physicians, and program staff.

d.  Evaluation methods designed by individual programs and samples of documents to be used.

e. A description of the curriculum designed to instruct the participant with diabetes how to achieve
self-management competency. The curriculum shall cover the same content areas as are required by the
ADA for recognition or the AADE for accreditation including:

(1) Diabetes overview: includes content about the diabetes disease process, pathophysiology and
treatment/management options.

(2) Stress and psychological adjustment: includes developing personal strategies to address
psychological issues, healthy coping, and problem solving.

(3) Family involvement and social support: includes strategies for safety and risk reduction and
creating healthy environments and social supports.

(4) Nutrition: includes incorporating nutritional management (healthy eating) into lifestyle.

(5) Exercise and activity: includes incorporating physical activity (being active) into lifestyle.

(6) Medications: includes using medications safely and for maximum therapeutic benefit.

(7) Monitoring and use of results: includes monitoring blood glucose and other health indicators
or parameters and interpreting and using the results for self-management decision making.

(8) Reducing risks: includes prevention, detection, and treatment of acute complications and
chronic complications as well as foot, skin and dental care.

(9) Behavior change strategies, goal setting, risk-factor reduction, and problem solving: includes
personal goals and strategies to address risks and build positive habits.

(10) Preconception care, pregnancy, and gestational diabetes.

(11) Use of health care systems and community resources.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.7(135) Diabetes program management for programs not recognized by the American
Diabetes Association or accredited by the American Association of Diabetes Educators.

9.7(1) Pertinent information related to the recent medical history, physical examination, and test
results performed by the participant’s health care provider shall be provided when the participant is
referred to the program. Program staff shall remain in contact with the participant’s health care provider
and shall make recommendations relative to the medical care and treatment of the participant’s diabetes
when appropriate.

9.7(2) When the participant completes the program, arrangements shall be made by program staff
for optimal follow-up care.

9.7(3) Program staff members shall take an active role in the care of the participant’s diabetes
during the course of the program to optimize diabetes control. The program staff shall be prepared
to make necessary recommendations to the referring health care provider in the participant’s diabetes
management which may include the following:

a. Changes in the insulin regimen.

b.  Changes in the medications.

c¢.  Changes in the food plan.

d.  Changes in exercise.

9.7(4) Written materials supporting the program curriculum are to be made available to the
participants. Educational materials from commercial sources shall be carefully evaluated by staff and

be consistent with the program curriculum.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]
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641—9.8(135) Program staff for programs not recognized by the American Diabetes Association
or accredited by the American Association of Diabetes Educators.

9.8(1) A program coordinator and a program physician shall be designated.

a.  The program coordinator shall provide direction and supervision of the program, including, but
not limited to, planning, arranging implementation, and assuring quality. If the program coordinator is
an instructor, the program coordinator shall be a health care professional and meet the requirements for
primary or supporting instructor.

b.  The program physician shall provide medical direction for the program. The program physician
shall maintain contact with the participant’s attending physician and shall make recommendations
relative to the medical care and treatment of the participant’s diabetes where appropriate.

9.8(2) The program shall have an advisory committee composed of at least one physician, one
registered nurse, one licensed dietitian and one pharmacist to oversee the program. It is recommended
the advisory committee include an individual with behavioral science expertise, a consumer, and a
community representative. The advisory committee shall participate in the annual planning process,
including determination of target audience, program objectives, participant access mechanisms,
instructional methods, resource requirements, participant follow-up mechanisms, and program
evaluation.

9.8(3) The primary instructors shall be one or more of the following health care professionals:
physicians, registered nurses, licensed dietitians, and pharmacists who are knowledgeable about the
disease process of diabetes and the treatment of diabetes. If there is only one primary instructor, there
shall be at least one supporting instructor. The supporting instructor shall be from one of the four
professions listed as possible primary instructors, but a different profession from the single primary
instructor.

9.8(4) The program may have additional supporting instructors including, but not limited to, dentist,
exercise physiologist, health educator, ophthalmologist, pediatric diabetologist, podiatrist, psychologist,
psychiatrist, or social worker.

9.8(5) The names and license or registration numbers of the program physician, program coordinator,
and all primary and supporting instructors shall be included with the program application.

9.8(6) All primary instructors shall show evidence of knowledge about the disease process of
diabetes and the treatment and management of people with diabetes by documentation of one or more
of the following:

a.  Within the last three years, completion of a minimum of 24 hours of continuing education in
diabetes, diabetes management, or diabetes education; or

b.  Equivalent training or experience including, but not limited to, endocrinology fellowship
training or masters level preparation in diabetes nursing/nutrition. Unsupervised teaching of patients
is not an acceptable equivalent.

c.  Current certification as a certified diabetes educator.

9.8(7) All supporting instructors shall show evidence of knowledge about the disease process of
diabetes and the treatment and management of people with diabetes by documentation of completion of
a minimum of 12 hours of continuing education in diabetes, diabetes management, or diabetes education
within the last three years or have current certification as a certified diabetes educator.

9.8(8) The four professionals required in 9.8(2) to be on the advisory committee shall have completed
six hours of continuing education in diabetes within the past three years.

9.8(9) The program coordinator shall determine that each primary or supporting instructor has
current licensure or registration required to practice in lowa.

9.8(10) The program coordinator shall determine that new primary or supporting instructors, who
join the program staff during a certification period, meet the requirements for initial certification in 9.8(6)

or 9.8(7) within six months of when they join the program staff.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.9(135) Renewal application procedures for programs not recognized by the American
Diabetes Association or accredited by the American Association of Diabetes Educators. Every
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four years, programs shall provide the following information to the department at least 30 days prior
to the expiration date.

9.9(1) Name, address and telephone number of the program, program physician and program
coordinator.

9.9(2) Identification of the target population, an estimate of program caseload, and the number of
participants served in the certification period.

9.9(3) A description of goals and objectives, participant referral mechanism, and means of
coordinating between the community, physicians, and program staff.

9.9(4) A description of the program evaluation process.

9.9(5) A description of any changes from the previous application.

9.9(6) A list of new program staff by name, license number or registration number, and position
with the program. New staff who will serve as primary instructors shall submit documentation of their
training in diabetes as addressed in 9.8(6). New staff serving as supporting instructors shall submit
documentation of their training as addressed in 9.8(7).

9.9(7) Documentation of continuing education hours accrued since the previous application for
current staff and new staff.

a. All primary instructors shall complete a minimum of 18 hours of continuing education in
diabetes, diabetes management or diabetes education within the past three years.

b.  All supporting instructors shall complete a minimum of nine hours of continuing education in
diabetes, diabetes management, or diabetes education within the past three years.

¢.  The four professionals required in 9.8(2) to be on the advisory committee shall complete a

minimum of five hours of continuing education in diabetes within the past three years.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.10(135) Annual report. Summary data shall be completed annually by each program and
sent to the department. The data shall include but not be limited to the number of times the program
was presented, the number of outpatients that participated, and a summarized description of program

participants including type of diabetes, age, race and sex.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

641—9.11(135) Enforcement.
9.11(1) The department may annually or more frequently conduct on-site visits of certified programs.
9.11(2) The department shall furnish a written report of each visit to the program coordinator.
9.11(3) Programs determined by the department to no longer meet the minimum standards for
certification shall be given 30 days following receipt of the department’s notification of deficiencies to
submit a plan of correction.
9.11(4) Notification of cancellation shall be provided to the Iowa insurance division of the Iowa
department of commerce and the public.

641—9.12(135) Complaints.

9.12(1) The department shall accept complaints of alleged problems relating to certified outpatient
diabetes self-management programs. The information shall state in a reasonably specific manner the
basis of the complaints and be presented in writing, in person or by telephone to: Bureau of Chronic
Disease Prevention and Management, Division of Health Promotion and Chronic Disease Prevention,
Iowa Department of Public Health, Lucas State Office Building, 321 East 12th Street, Des Moines, lowa
50319-0075; (515)281-5616.

9.12(2) The department shall, within 20 working days of the receipt of the complaint, contact the
program coordinator for initial evaluation of the specific matters alleged in the complaint. The program
shall receive a written report of the results of department activities relating to the complaint investigation.
The complainant shall be promptly informed of the results of the investigation or any action taken by

the department.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]
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641—9.13(135) Appeal process.

9.13(1) Denial. Programs shall receive written notice by certified mail, return receipt requested,
setting forth the reason(s) for denial. The denial shall become effective 30 days after receipt by the
aggrieved party unless the grievant within that 30-day period gives written notice to the department
requesting a hearing in which case the notice shall be deemed to be suspended.

9.13(2) Revocation. Programs shall receive written notice by certified mail, return receipt requested,
setting forth the reason(s) for revocation. The revocation shall become effective 30 days after receipt by
the aggrieved party unless the grievant within that 30-day period gives written notice to the department
requesting a hearing in which case the notice shall be deemed to be suspended.

9.13(3) Contested case. Upon receipt of an appeal that meets contested case status, the appeal shall
be forwarded within five working days to the department of inspections and appeals pursuant to the rule
adopted by that agency regarding the transmission of contested cases. The information upon which the
adverse action is based and any additional information which may be provided by the aggrieved party
shall also be provided to the department of inspections and appeals.

641—9.14(135) Formal contest.

9.14(1) Hearing. The hearing shall be conducted according to the procedural rules of the department
of inspections and appeals found in 481—Chapter 10.

9.14(2) Decision of administrative law judge. When the administrative law judge makes a proposed
decision and order, it shall be served by certified mail, return receipt requested, or delivered by personal
service. That proposed decision and order then becomes the department’s final agency action without
further proceedings ten days after it is received by the aggrieved party unless an appeal to the director
is taken as provided in 9.14(3).

9.14(3) Appeal to director. Any appeal to the director for review of the proposed decision and order
of the administrative law judge shall be filed in writing and mailed to the director by certified mail, return
receipt requested, or delivered by personal service within ten days after the receipt of the administrative
law judge’s proposed decision and order by the aggrieved party. A copy of the appeal shall also be mailed
to the administrative law judge. Any request for an appeal shall state the reason for appeal.

9.14(4) Record of hearing. Upon receipt of an appeal request, the administrative law judge shall
prepare the record of the hearing for submission to the director. The record shall include the following:
All pleadings, motions and rules.

All evidence received or considered and all other submissions by recording or transcript.
A statement of all matters officially noticed.

All questions and offers of proof, objections and rulings thereon.

All proposed findings and exceptions.

The proposed decision and order of the administrative law judge.

9 14(5) Decision of director. The decision and order of the director becomes the department’s final
agency action upon receipt by the aggrieved party and shall be delivered by certified mail, return receipt
requested, or by personal service.

9.14(6) Exhausting administrative remedies. It is not necessary to file an application or a rehearing
to exhaust administrative remedies when appealing to the director or the district court as provided in
Iowa Code section 17A.19. The aggrieved party to the final agency action of the department who has
exhausted all administrative remedies may petition for judicial review of that action pursuant to lowa
Code chapter 17A.

9.14(7) Petition for judicial review. Any petition for judicial review of a decision and order shall be
filed in the district court within 30 days after the decision and order becomes final. A copy of the notice
of appeal shall be sent to the director by certified mail, return receipt requested, or by personal service.
The address is: lowa Department of Public Health, Lucas State Office Building, 321 East 12th Street,

Des Moines, Iowa 50319-0075.
[ARC 9249B, IAB 12/1/10, effective 1/5/11]

These rules are intended to implement lowa Code section 135.11.
[Filed 5/17/85, Notice 11/7/84—published 6/5/85, effective 7/10/85']
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[Filed emergency 9/19/85—published 10/9/85, effective 9/19/85]
[Filed emergency 7/1/86—published 7/16/86, effective 7/1/86]’

[Filed 7/11/86, Notice 5/7/86—published 7/30/86, effective 9/3/86]

[Filed emergency 9/19/86—published 10/8/86, effective 9/19/86]

[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]

[Filed 3/15/91, Notice 1/9/91—published 4/3/91, effective 5/8/91]

[Filed 9/19/96, Notice 7/17/96—published 10/9/96, eftective 11/13/96]
[Filed ARC 9249B (Notice ARC 9092B, IAB 9/22/10), IAB 12/1/10, effective 1/5/11]

' Objection to 9.6(2) filed 7/11/85, IAB 7/31/85.

2 See IAB, Inspections and Appeals Department.
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CHAPTER 10

DEFINITIONS
[Prior to 7/29/87, Health Department[470]]

Rescinded IAB 8/1/07, effective 9/5/07

Ch 10, p.1
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CHAPTER 11
ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

FINANCIAL ASSISTANCE
TO ELIGIBLE HIV-INFECTED PATIENTS
Rescinded IAB 12/8/93, effective 1/12/94

641—11.1 to 11.15 Reserved.

CERTIFICATION OF LABORATORIES
FOR HIV TESTING

641—11.16(141) Purpose. To describe the certification procedures and standards for laboratories that
desire to perform HIV testing services.

641—11.17(141) Definitions. For the purpose of rules 641—11.16(141) to 11.34(141), the following
definitions shall apply:

“AAB” means American Association of Bioanalysts.

“AABB” means American Association of Blood Banks.

“40A” means American Osteopathic Association.

“Blood bank” means a facility for the collection, processing, or storage of human blood or blood
derivatives, or from which or by means of which human blood or blood derivatives are distributed or
otherwise made available.

“CAP” means College of American Pathologists.

“CDC” means Centers for Disease Control and Prevention.

“CLIA” means Clinical Laboratories Improvement Act as administered by HCFA for HIV testing.

“Clinical laboratory” means a facility for the microbiological, serological, chemical, hematological,
radiobioassay, cytological, immunohematological, pathological or other examination of materials
derived from the human body for the purpose of providing information for the diagnosis, prevention, or
treatment of any disease or assessment of a medical condition.

“Confirmatory test” means an additional more specific test designed to validate the results of a
screening test.

“Department” means lowa department of public health.

“FDA” means Food and Drug Administration.

“HCFA” means Health Care Financing Administration.

“HIV” means “human immunodeficiency virus.”

“HIV testing” means laboratory analysis of a specimen for the purpose of detecting HIV infection.

“JCAHO” means Joint Commission on Accreditation of Healthcare Organizations.

“Laboratory” means a clinical or public health laboratory or a blood bank inside or outside the
boundaries of lowa.

“Medicare” means Medicare laboratories certified by HCFA under 42 CFR 482.27, effective
September 15, 1986, (Conditions of Participation for Hospitals) or 42 CFR 405.1310 et seq., effective
January 1, 1966 (Conditions for Coverage of Services of Independent Laboratories).

“Physician” means a person currently licensed pursuant to lowa Code chapters 148, 150 or 150A.

“Public health laboratory” means a laboratory operated by an agency of city, county or state
government for purposes of supporting disease control activities.

“Screening test” means the initial test performed to detect antibodies to HIV.

“Specimen” means a human body fluid or tissue sample.

641—11.18(141) Responsibilities of the department.
11.18(1) The department shall consider for certification those laboratories that desire to perform HIV
testing services.
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11.18(2) An application package is available from the Iowa Department of Public Health, Division
of Health Protection, Lucas State Office Building, Des Moines, lowa 50319-0075.

11.18(3) The application package shall include:

a. A copy of these rules, and

b.  An “Application to Perform HIV Testing.”

11.18(4) To determine laboratory compliance with the standards established pursuant to these rules,
the department, at the department’s discretion, may conduct periodic inspections of:

a. Laboratory facilities,

b. Methods,

c.  Procedures,

d. Materials (including reagents),
e. Staff, and

£ Equipment.

NOTE: The department may delegate this authority to the State Hygienic Laboratory pursuant to the
provisions of lowa Code chapter 141.

11.18(5) The department shall issue a written notice for each certified laboratory that clearly
identifies the laboratory and the certification period. The notice shall also specify whether the laboratory
is certified to perform screening only, or can perform both screening and confirmatory HIV testing
services.

11.18(6) The department shall maintain and furnish upon request a current list of all HIV testing
laboratories certified by the department. The list shall also specify whether the laboratories are certified
to perform screening only, or can perform both screening and confirmatory HIV testing services.

641—11.19(141) Initial application and certification requirements.

11.19(1) Laboratories desiring to perform HIV testing services shall apply to the department.

11.19(2) Laboratories requesting certification to perform HIV testing shall provide to the department:

a. A completed “Application to Perform HIV Testing.”

b.  Proof of current accreditation, certification or licensure by AOA, CAP, CLIA, FDA, JCAHO
or Medicare.

c. A copy of the documents that describe the interpretive basis for positive, negative and
indeterminate screening and confirmatory test results.

NOTE: Recommended guidelines for interpreting test results are those published by the Committee on
HIV Testing, Association of State and Territorial Public Health Laboratory Directors, 6728 Old McLean
Village Drive, McLean, Virginia 22101, or other guidelines approved by the department.

d.  Proof of current enrollment in an HIV proficiency testing program. Proficiency testing
programs include, but are not limited to, those administered by AAB, AABB, CAP or CDC.

11.19(3) Acceptable performance must be maintained during the 12-month certification period in all
appropriate areas of HIV proficiency testing. Laboratories shall send copies of their proficiency testing
results to the State Hygienic Laboratory on a quarterly basis for the purpose of ongoing monitoring and
evaluation of performance. The address is: State Hygienic Laboratory, University of lowa, Oakdale
Hall, Towa City, lowa 52242.

11.19(4) Acceptable proficiency testing performance is stipulated below:

a. For laboratories providing screening tests, four out of five survey specimens must be interpreted
accurately with a minimum of five survey specimens analyzed per quarter.

b.  For laboratories providing confirmatory tests, no unacceptable results are permitted for five out
of five survey specimens with a minimum of five survey specimens analyzed per quarter.

641—11.20 Reserved.

641—11.21(141) Renewal of laboratory certification. Certification to continue HIV testing must be
renewed annually. To renew certification, laboratories must submit the following information to the
department at least 60 days before their current certification expires:
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1. Proof of continued accreditation, certification or licensure by AOA, CAP, CLIA, FDA, JCAHO
or Medicare.
2. Proof of continued enrollment in a recognized HIV proficiency testing program.

641—11.22(141) Reinstatement of certification. A laboratory whose certification has been limited,
suspended, or revoked may be reinstated, provided the department receives (within 90 days)
documentation that corrective actions have been taken that satisfy the reason(s) for limitation,
suspension, or revocation.

641—11.23(141) Application fees and inspection costs.

11.23(1) Each laboratory at the time of application shall remit to the department the appropriate
application fee. All fees shall be made payable to the “lowa Department of Public Health” as follows:

a.  Annual certification. A fee of $100 is required the first time a laboratory applies for annual
certification.

b.  Renewal. A fee of $100 is required for laboratories desiring to renew their annual certification.

¢.  Reinstatement. A fee of $100 is required for laboratories desiring to reinstate their certification.
If, however, the reinstatement occurs with less than 2 months remaining in the 12-month certification
period, the $100 fee shall be waived.

NOTE: A reinstatement does not alter a laboratory’s previously established certification period.

11.23(2) Inspection costs. Reimbursement for actual expenses shall be assessed only to those
laboratories where an on-site inspection is considered necessary. Expenses shall be reimbursed to
the State Hygienic Laboratory for the actual costs incurred for personnel time and travel expenses
consistent with state of lowa travel reimbursement limitations.

641—11.24(141) Requirements for laboratory personnel.

11.24(1) Laboratory directors shall meet the qualifications specified by AOA, CAP, CLIA, FDA,
JCAHO or Medicare.

11.24(2) Laboratory supervisors shall meet the qualifications specified by CLIA or Medicare.

641—11.25(141) Laboratory procedures and procedure manual requirements.
11.25(1) All laboratories shall have written procedures and a procedure manual which encompasses
all current aspects of the HIV testing process including, but not limited to:
Specimen acquisition.
Specimen and report security.
Test performance.
Reporting of results.
Confirmation of positive test results.
"~ Confidentiality.
11.25(2) Procedure manuals shall be readily available for review during any on-site inspection.
11.25(3) Positive and negative controls shall be used each time a test is performed.
11.25(4) Laboratories shall develop criteria for the rejection of specimens.

e AaS =8

641—11.26(141) Notification of certain changes during a certification period. Any of the following
changes that occur during a certification period shall be reported to the department within ten working
days from the date the changes take place:
1. Change in accreditation, certification or licensure.
Change in address.
Change in method used for screening or confirmatory tests.
Change in laboratory used to perform confirmatory tests.
Change in laboratory director.
Change in laboratory ownership.

Sk L
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641—11.27(141) Testing methodologies and confirmation of positive test results.

11.27(1) Screening tests. The screening test shall be the enzyme-linked immunosorbent assay
(ELISA) test or an equivalent test as determined by the department.

11.27(2) Confirmatory tests. Specimens which are reactive as a result of the screening test shall be
confirmed by the enzyme-linked immunoelectrotransfer blot (Western blot) test or an equivalent test as
determined by the department before being reported by the laboratory to the department as a confirmed
positive test result.

11.27(3) Specimens requiring confirmation that cannot be tested by the laboratory performing the
screening test shall be referred to a laboratory capable of performing confirmatory testing which has been
certified by the department.

11.27(4) Confirmed positive specimens shall be retained at or below minus 20 degrees centigrade
for at least six months.

641—11.28(141) Record maintenance and documentation of the testing process. The following
information shall be retained for at least two years:

1. Test results of all specimens.

2. Relevant quality control documentation that includes the identification and lot number of the
kit or reagents used for each batch.

641—11.29(141) Reporting of test results to the department.

11.29(1) Each laboratory shall ensure that:

a.  Written procedures have been established for reporting test results and release of information.

b.  All test results are reviewed by the director, or a qualified designee, prior to reporting.

c.  All test results are clearly identified and that appropriate interpretive information is included
with the HIV test report.

11.29(2) Within seven days of the receipt of a person’s confirmed positive test result indicating HIV
infection, the director of a blood plasma center, blood bank, clinical laboratory or public health laboratory
that performed the test or that requested the confirmatory test shall make a report to the department on a
form provided by the department. The report shall include:

a. The person’s age, race, marital status and other information deemed necessary by the
department for epidemiological purposes or as much of that information as the director may possess,
but shall not include the person’s name or address without the written authorization of the person.

b.  The name, address and telephone number of the blood plasma center, blood bank, clinical
laboratory or public health laboratory that performed or requested the test.

c.  The address of the physician or other health care practitioner that requested the test. This
paragraph, however, shall not apply to a blood plasma center or blood bank.

NOTE: Iowa Code requires the performance of a confirmatory test for any screening test result which
is reactive. However, only confirmatory test results that are positive are to be reported to the department.

641—11.30(141) Complaints or noncompliance.

11.30(1) The department shall accept complaints of alleged problems or noncompliance, provided
they relate to the laboratory’s HIV testing performance. The complainant shall state in as specific a
manner as possible the basis for the complaint. The complaint shall be presented in writing or in person
to the ITowa Department of Public Health, Division of Health Protection, Lucas State Office Building,
Des Moines, Iowa 50319-0075.

11.30(2) Within 20 working days following the department’s receipt of the complaint, the department
shall communicate with the laboratory director for initial evaluation of the specific matters alleged in the
complaint.

11.30(3) Based upon the nature of the complaint, the department may request technical assistance
from the State Hygienic Laboratory in order to properly assess the alleged problem.

11.30(4) The laboratory shall receive a written report of the department’s findings relating to the
complaint investigation and the complainant shall be informed of any action taken by the department.
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11.30(5) Upon a determination by the department that a laboratory has violated these rules, the
department may immediately move to limit, suspend, revoke or deny that laboratory’s certification.

641—11.31(141) Adverse actions and the appeal process.

11.31(1) Laboratories shall receive written notice by certified mail, return receipt requested, setting
forth the reason(s) for any limitation, suspension, revocation or denial of certification.

11.31(2) The adverse action shall become effective 30 days after the aggrieved party has received
the department’s notice unless the aggrieved party, within 30 days, gives written notice to the department
requesting a hearing. In that event, the notice shall be deemed to be suspended.

11.31(3) Contested cases. The procedures for contested cases, as set out in lowa Code chapter 17A
and the rules adopted by the department in 641—Chapter 173, shall be followed in all cases where proper
notice has been made to the department of the intent to formally contest any limitation, suspension,
revocation or denial of certification.

Rules 11.16(141) to 11.31(141) are intended to implement lowa Code section 141.7.

641—11.32 to 11.34 Reserved.
TRAINING PROGRAMS

641—11.35(141) Purpose. The purpose is to describe what constitutes an approved training program,
the required content of acquired immune deficiency syndrome training programs and to identify the
groups of personnel involved.

11.35(1) Nonemergency personnel. All supervisory and patient care personnel of any agency listed
below shall complete a minimum of two hours of training concerning acquired immune deficiency
syndrome-related conditions:

a. A licensed hospice,

b. A homemaker-home health aide provider agency which receives state homemaker-home health
aide funds, or

¢.  An agency which provides respite care services and receives funds.

NOTE: New employees shall complete the training within six months of their initial employment.
Existing employees shall complete the training on or before January 1, 1989. AIDS education programs
conducted on or after January 1, 1987, shall count as satisfying the two-hour requirement when
attendance and course content can be verified.

11.35(2) Content. Training programs must address the following topics:

HIV disease processes,

Signs and symptoms,

Transmission,

High-risk activities,

Prevention recommendations, and

Universal precautions according to the following Morbidity and Mortality Weekly Reports
pubhshed by the U.S. Department of Health and Human Services, Public Health Service, Centers for
Disease Control, Atlanta, Georgia 30333:

(1) Volume 36, Number 2S, Supplement, dated August 21, 1987, entitled “Recommendations for
Prevention of HIV Transmission in Health-Care Settings,” and

(2) Volume 37, Number 24, dated June 24, 1988, entitled “Update: Universal Precautions
for Prevention of Transmission of Human Immunodeficiency Virus, Hepatitis B Virus, and Other
Bloodborne Pathogens in Health-Care Settings.”

11.35(3) Emergency and law enforcement personnel. All emergency medical services personnel,
firefighters, and law enforcement personnel shall complete a minimum of two hours of training
concerning acquired immune deficiency syndrome-related conditions and the prevention of human
immunodeficiency virus infection.

11.35(4) Content. Training programs must address the following topics:

N R a0 &8
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HIV disease processes,
Signs and symptoms,
Transmission,
High-risk activities,
Prevention recommendations, and
Universal precautions according to the following Morbidity and Mortality Weekly Reports
pubhshed by the U.S. Department of Health and Human Services, Public Health Service, Centers for
Disease Control, Atlanta, Georgia 30333:

(1) Volume 36, Number 2S, Supplement, dated August 21, 1987, entitled “Recommendations for
Prevention of HIV Transmission in Health-Care Settings,” and

(2) Volume 37, Number 24, dated June 24, 1988, entitled “Update: Universal Precautions
for Prevention of Transmission of Human Immunodeficiency Virus, Hepatitis B Virus, and Other
Bloodborne Pathogens in Health-Care Settings.”

This rule is intended to implement lowa Code sections 135.11, 135.39, 139B.1(2) “f” and 141.1 to
141.10.

A N

641—11.36 to 11.39 Reserved.
DIRECT NOTIFICATION OF AN IDENTIFIABLE THIRD PARTY

641—11.40(141) Purpose. To establish, as a part of the partner notification program, a procedure
for the notification by a physician or the department of an identifiable third party who is a sexual
partner of or who shares intravenous equipment with a person who has tested positive for the human
immunodeficiency virus.

11.40(1) This procedure shall be used only when both of the following situations exist:

a. A physician for the infected person is of the good faith opinion that the nature of the continuing
contact through sexual intercourse or the sharing of intravenous equipment poses an imminent danger
of human immunodeficiency virus infection transmission to the third party.

b.  When the physician believes in good faith that the infected person, despite strong
encouragement, has not and will not warn the third party and will not participate in the voluntary partner
notification program.

11.40(2) A physician may reveal the identity of a person who has tested positive for the human
immunodeficiency virus infection pursuant to this rule only to the extent necessary to protect a third
party from the direct threat of transmission. Notification of a person pursuant to this rule shall be made
confidentially. Nothing in this rule shall be interpreted to create a duty to warn third parties of the danger
of exposure to human immunodeficiency virus through contact with a person who tests positive for the
human immunodeficiency virus infection.

11.40(3) When the physician is of the good faith opinion and belief that third-party notification
should be performed, notification of a person pursuant to this rule shall be made:

a. Directly by the physician according to the procedures stated in subrules 11.40(4), 11.40(5) and
11.40(10), or

b. By the department at the request of the physician according to subrules 11.40(6) to 11.40(10).

11.40(4) Notification by the physician. Prior to notification of a third party by an infected person’s
physician, the physician shall make reasonable efforts to inform, in writing, the person who has
tested positive for the human immunodeficiency virus infection. The written information shall state
that due to the nature of the person’s continuing contact through sexual intercourse or the sharing of
intravenous equipment with a third party, and the physician’s belief that the infected person, despite
strong encouragement, has not and will not warn the third party and will not participate in the voluntary
partner notification program, the physician is forced to take action to provide notification to the third
party. The physician, when reasonably possible, shall provide the following information to the person
who has tested positive for the human immunodeficiency virus infection:

a.  The nature of the disclosure and the reason for the disclosure.
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b.  The anticipated date of disclosure.

c¢.  The name of the party or parties to whom disclosure is to be made.

NOTE: Reasonable efforts to inform, in writing, the person who has tested positive for the human
immunodeficiency virus infection shall be deemed satisfied when the physician delivers the written notice
in person or directs a written notice to the person’s last-known address by restricted certified mail, return
receipt requested, at least five days prior to the anticipated date of disclosure to the third party.

11.40(5) When performed by the infected person’s physician, notification of the third party and any
disclosure concerning the purpose of that notification shall be made in person. The third party may
be requested by telephone or by ordinary mail to arrange to meet with the physician at the earliest
opportunity to discuss an important health matter. The nature of the health matter to be discussed shall
not be revealed in the telephone call or letter.

11.40(6) Notification by the department. When referring to the department, the infected person’s
physician shall first make reasonable efforts to inform the infected person by delivering a written notice
in person or by directing a written notice to the person’s last-known address by restricted certified mail,
return receipt requested, at least five days prior to the anticipated date of referral to the department. The
notice shall state that due to the nature of the person’s continuing contact through sexual intercourse
or the sharing of intravenous equipment with a third party, and the physician’s belief that the infected
person, despite strong encouragement, has not and will not warn the third party and will not participate
in the voluntary partner notification program, the physician is forced to take action by requesting that
the department notify the third party. The notice shall also state that the following information is being
reported to the department for purposes of third-party notification:

a. The infected person’s name and address.

b.  The third party’s name, address, telephone number and any other locating information known
to the physician.

NOTE: A copy of the letter provided to the infected person pursuant to this subrule shall accompany
the physician’s request for third-party notification by the department.

11.40(7) A physician’s request to the department to notify a third party shall be made by certified
mail, return receipt requested. The department’s address for this purpose is: lowa Department of Public
Health, Division of Disease Prevention, AIDS Prevention Program, Lucas State Office Building, Des
Moines, lowa 50319-0075. The request shall include:

a. The infected person’s name and address.

b.  The third party’s name, address, telephone number and any other locating information known
to the physician.

c¢. A statement of the facts and circumstances which satisfy the requirements of subrule 11.40(1).

11.40(8) It shall be the department’s responsibility prior to making a third-party notification, when
reasonably possible, to provide, in writing, the following information to the person who has tested
positive for the human immunodeficiency virus infection:

a.  The nature of the disclosure and the reason for the disclosure.

b.  The anticipated date of disclosure.

¢.  The name of the third party or parties to whom disclosure is to be made.

NOTE: Reasonable efforts to inform, in writing, the person who has tested positive for the human
immunodeficiency virus infection shall be deemed satisfied when the department directs a written notice
to the person’s last-known address by restricted certified mail, return receipt requested, at least five days
prior to the anticipated date of disclosure to the third party.

11.40(9) When performed by the department, notification of the third party and any disclosure
concerning the purpose of that notification shall be made in person. The third party may be requested by
telephone or by restricted certified mail, return receipt requested, to arrange to meet with a department
representative at the earliest opportunity to discuss an important health matter. The nature of the matter
to be discussed shall not be revealed in the telephone call or letter.

11.40(10) Confidentiality. The infected person’s physician and the department shall protect the
confidentiality of the third party and the infected person. The identity of the infected person shall
remain confidential unless it is necessary to reveal it to the third party so that the third party may
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avoid exposure to the human immunodeficiency virus infection. If the identity of the infected person
is revealed, the third party shall be presented with a statement in writing at the time of disclosure
which includes the following or substantially similar language: “Confidential information revealing
the identity of a person infected with the human immunodeficiency virus has been disclosed to you.
The confidentiality of this information is protected by state law. State law prohibits you from making
any further disclosure of the information without the specific written consent of the person to whom
it pertains. Any breach of the required confidential treatment of this information subjects you to legal
action and civil liability for monetary damages. A general authorization for the release of medical or
other information is not sufficient for this purpose.”

This rule is intended to implement lowa Code sections 135.11, 135.39, 139B.1(2) “’f, " 141.1 to 141.10
and 141.22A(17).

641—11.41 to 11.44 Reserved.

EMERGENCY CARE PROVIDERS
EXPOSED TO CONTAGIOUS OR
INFECTIOUS DISEASES

641—11.45(139B,141) Purpose. The purpose of these rules is to implement lowa Code sections
139B.1(2)“f” and 141.22A(17), relating to emergency care providers who are exposed to contagious
or infectious diseases.

641—11.46(139B,141) Definitions. For the purpose of rules 641—11.45(139B,141) to 11.53(139B,141)
the following definitions shall apply:

“AIDS” means acquired immunodeficiency syndrome.

“Contagious or infectious disease” means blood-borne viral hepatitis, meningococcal disease,
tuberculosis, and any other disease with the exception of AIDS or HIV infection as defined in Iowa
Code section 141.21, determined to be life-threatening to a person exposed to the disease as established
by the department based upon a determination by the state epidemiologist and in accordance with
guidelines of the Centers for Disease Control of the U.S. Department of Health and Human Services.

“Department” means the lowa department of public health.

“Designated officer” means a person who is designated by a department, agency, division, or service
organization to act as an infection control liaison officer.

“Emergency care provider” means a person who renders direct emergency aid without compensation
or a person who is trained and authorized by federal or state law to provide emergency medical
assistance or treatment, for compensation or in a voluntary capacity including, but not limited to, all
of the following:

1. A basic emergency medical care provider as defined in lowa Code section 147.1.

An advanced emergency medical care provider as defined in lowa Code section 147A.1.
A health care provider as defined in this rule.

A firefighter.

A peace officer.

6. Any other person who is not part of an emergency care provider service who renders direct
emergency aid without compensation.

“Exposure” means the risk of contracting disease.

“Health care provider” means a person licensed or certified under lowa Code chapter 148, 148C,
150, 150A, 152, or 153 to provide professional health care services to a person during the person’s
medical care, treatment or confinement.

“HIV infection” means human immunodeficiency virus infection as defined in lowa Code section
141.21.

“Infectious body fluids” means body fluids capable of transmitting HIV infection as listed in
“Guidelines for Prevention of Transmission of Human Immunodeficiency Virus and Hepatitis B Virus
to Health-Care and Public-Safety Workers,” found in Morbidity and Mortality Weekly Report, dated

wh W
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June 23, 1989, Volume 38, Number S-6, published by the U.S. Department of Health and Human
Services, Public Health Service, Centers for Disease Control, Atlanta, Georgia 30333, or subsequent
Centers for Disease Control statements on this topic. To prevent HIV and blood-borne viral hepatitis B
disease transmission, this reference indicates that universal precautions should be followed for exposure
to the following infectious body fluids: blood, amniotic fluid, pericardial fluid, peritoneal fluid, pleural
fluid, synovial fluid, cerebrospinal fluid, semen, vaginal secretions, and saliva contaminated with blood.
HIV and hepatitis B disease transmission has not occurred from feces, nasal secretions, sputum, sweat,
tears, urine, vomitus, and saliva when it is not contaminated with blood.

“Report of exposure to infectious disease” means the report form provided by the department and
is the only form authorized for the reporting of an exposure to blood-borne hepatitis B or the reporting
of a significant exposure to HIV. The report form may be incorporated into the lowa prehospital care
report, the Iowa prehospital advanced care report, or a similar report used by an ambulance, rescue, or
first responder service or law enforcement agency.

“Significant exposure” means the risk of contracting HIV infection by means of exposure to a
person’s infectious body fluids in a manner capable of transmitting HIV infection as determined by
the Centers for Disease Control of the U.S. Department of Health and Human Services. Exposure
includes contact with blood or other infectious body fluids to which universal precautions apply through
percutaneous inoculation or contact with an open wound, nonintact skin, or mucous membranes during
the performance of normal job duties. Significant exposures for HIV reportable to the hospital, or to the
office or clinic of a health care provider to initiate the notification procedure regarding an exposure to
an infectious body fluid are:

1. Transmission of blood or bloody fluids of the patient onto a mucous membrane (mouth, nose,
or eyes) of the emergency care provider.

2. Transmission of blood or bloody fluids onto an open wound or lesion with significant breakdown
in the skin barrier, including a needle puncture with a needle contaminated with blood.

641—11.47(139B,141) General provisions.

11.47(1) A hospital licensed under lowa Code chapter 135B shall have written policies and
procedures for notification of an emergency care provider who renders assistance or treatment to a
patient when in the course of admission, care, or treatment of that patient, the patient is diagnosed or is
confirmed as having a contagious or infectious disease.

11.47(2) If a patient is diagnosed or confirmed as having a contagious or infectious disease, the
hospital shall notify the designated officer of an emergency care provider service who shall notify persons
involved in attending or transporting the patient. For blood-borne contagious or infectious diseases,
notification shall only take place upon the filing of a report form with the hospital.

11.47(3) The person who renders direct emergency aid without compensation as identified in rule
11.46(139B,141), “emergency care provider,” paragraph “6,” who is exposed to a patient who has a
contagious or infectious disease shall also receive notification from the hospital when the hospital has
received a report form.

11.47(4) The notification shall advise the emergency care provider of possible exposure to a
particular contagious or infectious disease and recommend that the provider seek medical attention. The
notification shall be provided as soon as reasonably possible following determination that the patient
has a contagious or infectious disease.

11.47(5) The emergency care provider shall file exposure and significant exposure reports with the
hospital or health care provider as soon as reasonably possible following the exposure.

11.47(6) The hospital shall maintain a record of all exposure or significant exposure reports it
receives and shall retain each report for a period of five years.

11.47(7) The report form “Report of Exposure to Infectious Disease” is a confidential record
pursuant to lowa Code section 141.22A.

11.47(8) The employer of an emergency care provider who submits a report form pursuant to these
rules shall pay the cost of HIV counseling and testing for the emergency care provider and testing of
the patient pursuant to subrule 11.50(1) or 11.51(2). The department shall provide HIV counseling and
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testing at alternate testing sites for an emergency care provider who has rendered direct emergency aid
without compensation as identified in rule 11.46(139B,141), “emergency care provider,” paragraph “6.”

641—11.48(139B,141) Contagious or infectious diseases, not including HIV—hospitals.

11.48(1) Notification for blood-borne viral hepatitis shall take place only upon the filing of an
exposure report form with the hospital.

11.48(2) Notification shall take place whether or not an exposure report form has been filed for
the following contagious or infectious diseases if the identity of the emergency care provider or the
designated officer is known:

a. Meningococcal meningitis.

b.  Tuberculosis (communicable). Tuberculosis may require six to ten weeks for disease
confirmation.

11.48(3) These rules do not require a hospital to administer a test for the express purpose of
determining the presence of a contagious or infectious disease.

11.48(4) The notification shall not include the name of the patient with the contagious or infectious
disease unless the patient gives written consent.

11.48(5) These rules do not preclude a hospital from providing notification to an emergency
care provider or health care provider under circumstances in which the hospital’s policy provides for
notification of the hospital’s own employees of an exposure to a disease that is not life-threatening. The
exposure report shall not reveal the patient’s name unless the patient gives written consent.

11.48(6) A hospital’s duty of notification under these rules is not continuing. It is limited to a
diagnosis of a contagious or infectious disease made in the course of admission, care, and treatment
following the rendering of emergency assistance or treatment for which the notification requirements of
these rules apply.

641—11.49(139B,141) Contagious or infectious diseases, not including HIV—health care
providers.

11.49(1) A health care provider may provide the notification required of hospitals in these rules to
emergency care providers if a patient who has a contagious or infectious disease is transported by an
emergency care provider to the office or clinic of a health care provider.

11.49(2) These rules do not require a health care provider to administer a test for the express purpose
of determining the presence of a contagious or infectious disease.

11.49(3) Notification shall not include the name of the patient who has the contagious or infectious
disease unless the patient gives written consent.

11.49(4) A health care provider’s duty of notification under these rules is not continuing, but is
limited to a diagnosis of a contagious or infectious disease made in the course of care and treatment
following the rendering of emergency assistance or treatment for which the notification requirements of
these rules apply.

641—11.50(139B,141) HIV infection—hospitals.

11.50(1) These rules do not require or permit a hospital to administer a test for the express purpose
of determining the presence of HIV infection except that testing may be performed if the patient consents
and if the requirements of lowa Code section 141.22 are satisfied.

11.50(2) Following submission of a significant exposure report by the emergency care provider to
the hospital and a determination that the exposure reported was a significant exposure as defined in rule
11.46(139B,141), and a diagnosis or confirmation by the attending physician that the patient has HIV
infection, a hospital shall provide notification of possible exposure to HIV pursuant to subrule 11.50(3)
to the designated officer of the emergency care provider who provided assistance or treatment to the
patient.

11.50(3) Notification to the emergency care provider of exposure to HIV infection shall be made in
accordance with both of the following:
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a.  The hospital shall inform the patient, when the patient’s condition permits, that a significant
exposure occurred to an emergency care provider and that a significant exposure report has been filed.

b.  The patient may provide consent for HIV testing or voluntarily disclose HIV status to the
hospital and consent to the provision of notification.

11.50(4) Notwithstanding subrule 11.50(3), notification shall be made when the patient denies
consent for or consent is not reasonably obtainable for serological testing, and in the course of
admission, care, and treatment of the patient, the patient is diagnosed or is confirmed as having HIV
infection.

11.50(5) The hospital shall notify the designated officer of the emergency care provider service.
The designated officer shall notify those emergency care providers who submitted a significant exposure
report and attended or transported the patient. The identity of the designated officer shall not be revealed
to the patient.

11.50(6) The designated officer shall advise the emergency care providers who are notified to seek
immediate medical attention and of the provisions of confidentiality under rule 11.53(139B,141).

11.50(7) The designated officer shall inform the hospital of the names of the emergency care
providers to whom notification was made.

11.50(8) Hospitals shall inform the patient that they have a record of the names of the emergency
care providers to whom notification was provided and, if requested by the patient, the hospital shall
inform the patient of those names.

11.50(9) A person who renders direct emergency aid without compensation as identified in rule
11.46(139B,141), “emergency care provider,” paragraph “6,” who is exposed to a patient who has
HIV infection, shall receive notification directly from the hospital in accordance with the procedures
established in subrules 11.50(1) to 11.50(4).

11.50(10) The process for notification under these rules shall be initiated as soon as reasonably
possible consistent with protocols for postexposure prophylaxis, according to “Public Health Service
Statement on Management of Occupational Exposure to Human Immunodeficiency Virus, Including
Considerations Regarding Zidovudine Postexposure Use,” found in the Morbidity and Mortality Weekly
Report, dated January 26, 1990, Volume 39, Number RR-1, published by the U.S. Department of Health
and Human Services, Public Health Service, Centers for Disease Control, Atlanta, Georgia 30333, or
subsequent Centers for Disease Control statements on this topic.

11.50(11) A hospital’s duty of notification under these rules is not continuing. It is limited to the
diagnosis of HIV infection made in the course of admission, care, and treatment following the rendering
of emergency assistance or treatment of the patient with the disease.

11.50(12) Notwithstanding subrule 11.50(11), if, following discharge or completion of care or
treatment, a patient, for whom a report form was submitted that did not result in notification, wishes to
provide information regarding the patient’s HIV infection status to the emergency care provider, the
hospital shall provide a procedure for notifying the emergency care provider.

641—11.51(139B,141) HIV infection—health care providers.

11.51(1) A health care provider, with written consent of the patient, may provide the notification
required of hospitals in these rules to emergency care providers if a patient who has HIV infection is
transported by an emergency care provider to the office or clinic of the health care provider. Notification
shall take place only upon submission of a significant exposure report by the emergency care provider
to the health care provider and after determination by the health care provider that a significant exposure
has occurred.

11.51(2) These rules do not require or permit a health care provider to administer a test for the express
purpose of determining the presence of HIV infection except that testing may be performed if the patient
consents and if the requirements of lowa Code section 141.22 are satisfied.

641—11.52(139B,141) Immunity. Hospitals, health care providers, or other persons participating in
good faith in making a report under these rules, upon filing of a report form or a report under similar
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procedures to notify their own employees or in failing to make a report under these rules are immune
from any liability, civil or criminal, which may otherwise be incurred or imposed.

641—11.53(139B,141) Confidentiality.

11.53(1) Notifications made pursuant to these rules shall not disclose the identity of the patient who
is diagnosed or confirmed as having HIV infection unless the patient provides a specific written release
as provided in Iowa Code section 141.23, subsection 1, paragraph “a.”

11.53(2) If during these notification procedures an emergency care provider determines the identity
of a patient with confirmed HIV infection, the identity of the patient shall be confidential information
and shall not be disclosed by the emergency care provider to any other person unless a specific written
release is obtained from the patient.

11.53(3) The procedures followed under rules 11.50(139B,141) to 11.51(139B,141) shall provide
for the anonymity of the patient and all documentation shall be maintained in a confidential manner.

Rules 11.45(139B,141) to 11.53(139B,141) are intended to implement Iowa Code sections
139B.1(2)“f” and 141.22A(17).

641—11.54 to 11.69 Reserved.

HIV-RELATED TEST FOR CONVICTED OR ALLEGED
SEXUAL-ASSAULT OFFENDERS AND THE VICTIMS

641—11.70(709B) Purpose. The purpose of these rules is to describe procedures to follow for testing
of a convicted or alleged offender for the human immunodeficiency virus pursuant to 1998 lowa Acts,
House File 2369, and 1998 lowa Acts, House File 2527, and to establish procedures to follow to provide
for counseling, health care, and support services to the victim.

641—11.71(709B) Definitions. For the purpose of these rules, the following definitions shall apply:

“AIDS” means acquired immune deficiency syndrome as defined by the Centers for Disease Control
and Prevention of the United States Department of Health and Human Services.

“Alleged offender” means a person who has been charged with the commission of a sexual assault
or a juvenile who has been charged in juvenile court with being a delinquent as a result of actions that
would constitute a sexual assault.

“Authorized representative” means an individual authorized by the victim to request an HIV test of
a convicted or alleged offender who is any of the following:

1.  The parent, guardian, or custodian of the victim if the victim is a minor.

2. The physician of the victim.

3. The victim counselor or person requested by the victim who is authorized to provide the
counseling required pursuant to lowa Code section 141.22.

4. The victim’s spouse.

5. The victim’s legal counsel.

“Convicted offender” means a person convicted of a sexual assault or a juvenile who has been
adjudicated delinquent for an act of sexual assault.

“Department” means the lowa department of public health.

“Division” means the crime victims assistance division of the office of the attorney general.

“HIV” means the human immunodeficiency virus identified as the causative agent of AIDS.

“HIV test” means a positive result for the HIV antibody, a positive result for HIV nucleic acid, a
positive result for p24 antigen, or a positive result for HIV virus isolation.

“Petitioner” means a person who is the victim of a sexual assault which resulted in alleged significant
exposure, or the parent, guardian, or custodian of a victim if the victim is a minor, for whom the county
attorney files a petition with the district court to require the convicted offender to undergo an HIV test.

“Sexual assault” means sexual abuse as defined in Iowa Code section 709.1, or any other sexual
offense by which a victim has allegedly had sufficient contact with a convicted or an alleged offender to
be deemed a significant exposure.
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“Significant exposure” means contact of the victim’s ruptured or broken skin or mucous membranes
with the blood or body fluids, other than tears, saliva, or perspiration, of the convicted or alleged offender.
“Significant exposure” is presumed to have occurred when there is a showing that there was penetration
of the convicted or alleged offender’s penis into the victim’s vagina or anus, contact between the mouth
and genitalia, or contact between the genitalia of the convicted or alleged offender and the genitalia or
anus of the victim.

“Victim” means a petitioner or a person who is the victim of a sexual assault which resulted in
significant exposure, or the parent, guardian, or custodian of such a victim if the victim is a minor, for
whom the victim or the peace officer files an application for a search warrant to require the alleged
offender to undergo an HIV test. “Victim” includes an alleged victim.

“Victim counselor” means a person who is engaged in a crime victim center as defined in lowa Code
section 236A.1, who is certified as a counselor by the crime victim center, and who has completed at
least 20 hours of training provided by the lowa coalition against sexual assault or a similar agency.

641—11.72(709B) HIV test—convicted or alleged sexual assault offender.

11.72(1) Unless a petitioner chooses to be represented by private counsel, the county attorney shall
represent the victim’s interest in all proceedings under lowa Code chapter 709B.

11.72(2) If a person is convicted of sexual assault or adjudicated delinquent for an act of sexual
assault, the county attorney, if requested by the petitioner, shall petition the court for an order requiring
the convicted offender to submit to an HIV test, provided that all of the following conditions are met:

a. The sexual assault for which the offender was convicted or adjudicated delinquent included
sufficient contact between the victim and the convicted offender to be deemed a significant exposure
pursuant to 641—11.71(709B).

b.  The authorized representative of the petitioner, the county attorney, or the court sought to obtain
written informed consent to the testing from the convicted offender.

c¢.  Written informed consent was not provided by the convicted offender.

11.72(3) If a person is an alleged offender, the county attorney, if requested by the victim, shall
make application to the court for the issuance of a search warrant, in accordance with lowa Code chapter
808, for the purpose of requiring the alleged offender to submit to an HIV test, if all of the following
conditions are met:

a. The applicant states that the victim believes that the sexual assault for which the alleged
offender is charged included sufficient contact between the victim and the alleged offender to be deemed
a significant exposure pursuant to 641—11.71(709B) and states the factual basis for the belief that a
significant exposure exists.

b.  The authorized representative of the victim, the county attorney, or the court sought to obtain
written informed consent to the testing from the alleged offender.

c¢.  Written informed consent was not provided by the alleged offender.

11.72(4) Upon receipt of the petition or application, the court shall:

a.  Prior to the scheduling of a hearing, refer the victim for counseling by a victim counselor or a
person requested by the victim who is authorized to provide the counseling required pursuant to lowa
Code section 141.22, regarding the nature, reliability and significance of the HIV test and of any test
results of the convicted offender. The counselor shall have a certificate of attendance from the department
of public health-sponsored workshop on HIV serologic test counseling.

b.  Schedule a hearing to be held as soon as is practicable.

c¢.  Cause written notice to be served on the convicted or alleged offender who is the subject of
the proceeding, in accordance with the lowa Rules of Civil Procedure relating to the service of original
notice, or if the convicted or alleged offender is represented by legal counsel, provide written notice to
the convicted or alleged offender and the convicted or alleged offender’s legal counsel.

d.  Provide for the appointment of legal counsel for a convicted or alleged offender if the convicted
or alleged offender desires but is financially unable to employ counsel.
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e.  Furnish legal counsel with copies of the petition or application, written informed consent, if
obtained, and copies of all other documents related to the petition or application, including, but not
limited to, the charges and orders.

11.72(5) A hearing under these rules shall be conducted in an informal manner consistent with
orderly procedure and in accordance with the lowa Rules of Evidence.

a.  The hearing shall be limited in scope to the review of questions of fact only as to the issue of
whether the sexual assault for which the offender was convicted or adjudicated delinquent or for which
the alleged offender was charged provided sufficient contact between the victim and the convicted or
alleged offender to be deemed a significant exposure, and to questions of law.

b.  In determining whether the contact should be deemed a significant exposure for a convicted
offender, the court shall base the determination on the testimony presented during the proceedings on
the sexual assault charge, the minutes of the testimony or other evidence included in the court record, or
if a plea of guilty was entered, based upon the complaint or upon testimony provided during the hearing.
In determining whether the contact should be deemed a significant exposure for an alleged offender, the
court shall base the determination on the application and the factual basis provided in the application for
the belief of the applicant that a significant exposure exists.

c¢.  The victim may testify at the hearing, but shall not be compelled to testify. The court shall
not consider the refusal of a victim to testify at the hearing as material to the court’s decision regarding
issuance of an order or search warrant requiring testing.

d.  The hearing shall be in camera unless the convicted or alleged offender and the petitioner or
victim agree to a hearing in open court and the court approves. The report of the hearing proceedings
shall be sealed and no report of the proceeding shall be released to the public, except with the permission
of all parties and the approval of the court.

e.  Stenographic notes or electronic or mechanical recording shall be taken of all court hearings
unless waived by the parties.

11.72(6) Following the hearing, the court shall require a convicted or alleged offender to undergo
an HIV test only if the petitioner or victim proves all of the following by a preponderance of evidence.

a. The sexual assault constituted a significant exposure.

b.  An authorized representative of the petitioner, the county attorney, or the court sought to obtain
written informed consent from the convicted or alleged offender.

c.  Written informed consent was not provided by the convicted or alleged offender.

11.72(7) A convicted offender who is required to undergo an HIV test may appeal to the court for
review of questions of law only, but may appeal questions of fact if the findings of fact are clearly
erroneous.

641—11.73(709B) Medical examination costs. The cost of a medical examination for the purpose of
gathering evidence and the cost of treatment for the purpose of preventing venereal disease shall be
paid from the victim compensation fund as established in Iowa Code chapter 709B, and 1998 Iowa
Acts, House File 2527, section 55. Information is available from the department of justice, crime victim
assistance program, telephone (515)281-5044.

641—11.74(709B) Testing, reporting, and counseling—penalties.

11.74(1) The physician or other practitioner who orders the test of a convicted or alleged offender
for HIV under ITowa Code chapter 709B shall disclose the results of the test to the convicted or alleged
offender, and to the victim counselor or a person requested by the victim who is authorized to provide the
counseling required pursuant to lowa Code section 141.22, who shall disclose the results to the petitioner.

11.74(2) All testing under this chapter shall be accompanied by pretest and posttest counseling
as required under lowa Code section 141.22. The department of public health may be contacted for
brochures that may assist in meeting the requirements of lowa Code section 141.22.

11.74(3) Subsequent testing arising out of the same incident of exposure shall be conducted
in accordance with the procedural and confidentiality requirements of 641—11.70(709B) to
641—11.74(709B).
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11.74(4) Results of a test performed under 641—11.70(709B) to 641—11.74(709B), except as
provided in subrule 11.74(6), shall be disclosed only to the physician or other practitioner who orders
the test of the convicted or alleged offender, the convicted or alleged offender, the victim, the victim
counselor or person requested by the victim who is authorized to provide the counseling required
pursuant to lowa Code section 141.22, the physician of the victim if requested by the victim, the parent,
guardian, or custodian of the victim, if the victim is a minor, and the county attorney who filed the
petition for the HIV testing under 641—11.70(709B) to 641—11.74(709B), who may use the results
to file charges of criminal transmission of HIV. Results of a test performed under these rules shall not
be disclosed to any other person without the written, informed consent of the convicted or alleged
offender. A person to whom the results of a test have been disclosed under 641—11.70(709B) to
641—11.74(709B) is subject to the confidentiality provision of lowa Code section 141.23, and shall not
disclose the results to another person except as authorized by lowa Code section 141.23, subsection 1.

11.74(5) If HIV testing is ordered under 641—11.70(709B) to 641—11.74(709B), the court shall
also order periodic testing of the convicted offender during the period of incarceration, probation, or
parole or of the alleged offender during a period of six months following the initial test if the physician
or other practitioner who ordered the initial test of the convicted or alleged offender certifies that, based
upon prevailing scientific opinion regarding the maximum period during which the results of an HIV
test may be negative for a person after being HIV-infected, additional testing is necessary to determine
whether the convicted or alleged offender was HIV-infected at the time the sexual assault or alleged
sexual assault was perpetrated. The results of the test conducted pursuant to subrule 11.74(6) shall
be released only to the physician or other practitioner who orders the test of the convicted or alleged
offender, the convicted or alleged offender, the victim counselor or person requested by the victim who
is authorized to provide the counseling required pursuant to lowa Code section 141.22, who shall disclose
the results to the petitioner, the physician of the victim if requested by the victim and the county attorney
who may use the results as evidence in the prosecution of the sexual assault or in the prosecution of the
offense of criminal transmission of HIV.

11.74(6) The court shall not consider the disclosure of an alleged offender’s serostatus to an alleged
victim, prior to conviction, as a basis for a reduced plea or reduced sentence.

11.74(7) The fact that an HIV test was performed under 641—11.70(709B) to 641—11.74(709B)
and the results of the tests shall not be included in the convicted offender’s medical or criminal record
unless otherwise included in department of corrections records.

11.74(8) The fact that an HIV test was performed under 641—11.70(709B) to 641—11.74(709B)
and the results of the test shall not be used as a basis for further prosecution of a convicted offender
in relation to the incident which is the subject of the testing, to enhance punishments, or to influence
sentencing.

11.74(9) If the serologic status of a convicted offender, which is conveyed to the victim, is based
upon an HIV test other than a test which is authorized as a result of the procedures established in
641—11.70(709B) to 641—11.74(709B), legal protections which attach to such testing shall be the
same as those which attach to an initial test under 641—11.70(709B) to 641—11.74(709B), and the
rights to a predisclosure hearing and to appeal provided under 1998 lowa Acts, House File 2527, section
35, shall apply.

11.74(10) HIV testing required under 641—11.70(709B) to 641—11.74(709B) shall be conducted
by the state hygienic laboratory.

11.74(11) Notwithstanding the provision of these rules requiring initial testing, if a petition is filed
with the court under 1998 Iowa Acts, House File 2527, section 35, requesting an order for testing and
the order is granted, and if a test has previously been performed on the convicted offender while under
the control of the department of corrections, the test results shall be provided in lieu of the performance
of an initial test of the convicted offender, in accordance with 641—11.70(709B) to 641—11.74(709B).

11.74(12) Test results shall not be disclosed to a convicted offender who elects against disclosure.

11.74(13) In addition to the counseling received by a victim, referral to appropriate health care
and support services shall be provided. Referral information is available at state alternate test sites.
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Alternate test site information is available from the Iowa department of public health, STD/HIV
prevention program, telephone (515)281-4936.

11.74(14) In addition to persons to whom disclosure of the results of a convicted or alleged offender’s
HIV test results is authorized under these rules, the victim may also disclose the results to the victim’s
spouse, persons with whom the victim has engaged in vaginal, anal, or oral intercourse subsequent to
the sexual assault, or members of the victim’s family within the third degree of consanguinity.

11.74(15) A person to whom disclosure of a convicted offender’s HIV test results is authorized under
these rules shall not disclose the results to any other person for whom disclosure is not authorized under
these rules. A person who intentionally or recklessly makes an unauthorized disclosure in violation of
this subrule is subject to a civil penalty of $1000. The attorney general or the attorney general’s designee
may maintain a civil action to enforce these rules. Proceedings maintained under this subrule shall
provide for the anonymity of the test subject, and all documentation shall be maintained in a confidential
manner.

These rules are intended to implement 1998 lowa Acts, House File 2527, and 1998 Iowa Acts, House
File 2369.

641—11.75 to 11.79 Reserved.
HIV HOME COLLECTION

641—11.80(126) Purpose. The purpose of these rules is to implement lowa Code section 126.25(1) as
amended by 1997 lowa Acts, Senate File 300.

641—11.81(126) Definitions. For the purpose of these rules, the following definitions shall apply:

“CLIA” means the Clinical Laboratories Improvement Act as administered by the Health Care
Financing Administration.

“FDA” means the U.S. Food and Drug Administration.

“HIV” means the human immunodeficiency virus identified as the causative agent of AIDS.

“HIV home collection kit”” means a product for human immunodeficiency virus testing that provides
for the specimen to be collected by an individual and then submitted to a laboratory, for determination
of test results.

“HIV home testing kit” means a product for human immunodeficiency virus testing that provides
for specimen collection and determination of test results by an individual without the utilization of a
laboratory.

“Laboratory” means a laboratory meeting the CLIA requirements for HIV testing.

“Specimen” means a human body fluid or tissue sample.

641—11.82(126) HIV home testing kit. An HIV home testing kit shall not be advertised for sale, offered
for sale, or sold in this state.

641—11.83(126) HIV home collection kit. An HIV home collection kit approved by the FDA may be
advertised for sale, offered for sale, or sold in this state.

AIDS DRUG ASSISTANCE PROGRAM (ADAP)

641

11.84(141A) Definitions. For purposes of these rules, the following definitions shall apply:
“ADAP advisory committee” means the committee appointed by the bureau of disease prevention
and immunization to provide advice and technical assistance to the department regarding the ADAP
program.
“AIDS” means acquired immune deficiency syndrome as defined by the Centers for Disease Control
and Prevention of the United States Department of Health and Human Services.
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“AIDS drug assistance program” or “ADAP” means the AIDS drug assistance program
administered by the bureau of disease prevention and immunization within the department.

“Bureau” means the bureau of disease prevention and immunization within the department.

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Family income” means the combined gross earned and unearned income of all individuals within
the family unit.

“Family unit” means a group of individuals residing together who are related by birth, marriage,
or adoption; or an individual who does not reside with any other individual to whom the individual is
related by birth, marriage, or adoption.

“HIV” means the human immunodeficiency virus identified as the causative agent of AIDS.

“lowa AIDS ADAP formulary” means the list of drugs approved for use in the ADAP program by
the bureau upon recommendation of the ADAP advisory committee.

641—11.85(141A) Purpose. The AIDS drug assistance program is a state-administered program that
provides certain HIV/AIDS medications to eligible low-income individuals diagnosed with HIV or AIDS
if adequate funding is available for administration of the program. The AIDS drug assistance program
is authorized under Title II of the Ryan White Comprehensive AIDS Resources Emergency (CARE)
Act. The AIDS drug assistance program will cease to provide medications when available funding is
exhausted or terminated. ADAP is not an entitlement program and does not create a right to assistance.

641—11.86(141A) Eligibility requirements.

11.86(1) An applicant is eligible to participate in ADAP if the applicant:

a.  Applies for enrollment in ADAP on a form provided by the department;

b.  Has no or inadequate health insurance to cover the cost of the drugs that are or may become
available from ADAP;

c.  Is not fully covered under the lowa Medicaid program;

d.  Has an annual gross family income that is less than or equal to 200 percent of the poverty level
as determined by the most recent federal poverty guidelines published annually by the United States
Department of Health and Human Services for the size of the household (this income shall be determined
after a $500 work-related deduction is deducted from the monthly gross salary of an employed person
with HIV/AIDS);

e. Hasliquid assets, not including major residence, household furnishings, and one vehicle, valued
at less than $10,000;

f Has a medical diagnosis of HIV infection or AIDS or is an unborn infant or an infant under 18
months of age who has an HIV-infected mother; and

g Is aresident of lowa.

11.86(2) For purposes of paragraph 11.86(1) “d, ”” an individual may report annual family income by
using actual family income for the most recent 12 months or by using estimated annual family income
determined by multiplying the current monthly family income by 12.

641—11.87(141A) Enrollment process.

11.87(1) The department shall review each completed application and shall determine enrollment
based upon applicant eligibility, the date on which the application was completed, and the availability of
funds. When the department determines that an applicant is eligible for enrollment, the applicant may be
enrolled for 12 months commencing with the date of the determination or may be enrolled for a shorter
time period at the discretion of the department.

11.87(2) An applicant shall provide the department with all requested information and shall execute
any consent forms or releases of information necessary for the department to verify eligibility.

11.87(3) The department shall review eligibility annually after enrollment unless one of the
following events occurs within the 12-month period to end eligibility:

a. The enrolled individual dies;
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b.  The enrolled individual is determined eligible and enrolled to fully receive medical services
through a third-party payer;

¢.  The enrolled individual’s annual family income increases to an amount above 200 percent of
the poverty level; or

d.  The enrolled individual establishes residency outside the state of lowa.

11.87(4) An applicant must submit a renewal application form on an annual basis, accompanied by
all information requested by the department.

641—11.88(141A) Distribution requirements.

11.88(1) Enrolled individuals shall be eligible to receive financial assistance only for drugs that:

a. Havereceived Food and Drug Administration approval to treat HIV or prevent the deterioration
of health due to HIV, coinfections or opportunistic infections; and

b.  Are on the lowa AIDS ADAP formulary.

11.88(2) The primary care provider shall write each drug prescription for an applicant or enrolled
individual.

11.88(3) The enrolled individual must obtain the approved drug from the department’s contracted
pharmacy unless an exception to this requirement is granted by the department.

641—11.89(141A) ADAP waiting list.

11.89(1) If an applicant is eligible for ADAP and sufficient funds are available to provide services
to the applicant, the department shall enroll the applicant. If the applicant is eligible for ADAP and
sufficient funds are not available to provide services to the applicant, the department shall place the
applicant’s name on the ADAP waiting list in the order provided for in this rule.

11.89(2) The department shall place names on the waiting list in the following order:

a. Women who have been diagnosed with HIV infection or AIDS and who are pregnant shall be
placed on the waiting list with priority over all other applicants.

b.  Applicants who are already on medications shall be placed on the waiting list with priority over
all applicants listed in paragraphs “c” and “d.”

c¢.  HIV medication naive patients shall be placed on the waiting list in the following order with
priority over all applicants listed in paragraph “d”:

(1) CD4 count of < 200 cells/mm3 regardless of viral load.

(2) New opportunistic (HIV-related) infection or malignancy.

(3) Asymptomatic and CD4 count of 200-350 and viral load > 55,000 copies/ml.

(4) Asymptomatic and CD4 count of > 350. If viral load is > 55,000, a documented fall in CD4
counts on three measurements of at least 15 percent of first measurement (i.e., 500 on first test must drop
to less than or equal to 425).

d.  All other applicants shall be placed on the waiting list in chronological order based upon the
date of receipt of a completed application by the department.

11.89(3) To verify that applicants on the waiting list continue to meet ADAP eligibility requirements,
the department shall require applicants on the waiting list to submit reapplication forms annually.

641—11.90(141A) Appeals. The department shall cause an applicant to be notified of the department’s
decision to approve or deny an application or to place an applicant on the ADAP waiting list. In the event
an applicant is dissatisfied with the department’s decision, the applicant may submit a formal appeal in
writing to the ADAP advisory committee. Such request shall be delivered in person or shall be mailed
by certified mail, return receipt requested, to ADAP Advisory Committee, lowa Department of Public
Health, Lucas State Office Building, 321 E. 12th Street, Des Moines, lowa 50319. Upon receipt of
such an appeal, the ADAP advisory committee shall review the case and issue a written determination
within 15 days of receipt of the request. The decision shall refer to the applicant by initials or other
nonidentifying means. The ADAP advisory committee’s decision shall be final and binding. This appeal
process does not constitute a contested case proceeding as defined in lowa Code chapter 17A.
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641—11.91(141A) Confidentiality. The ADAP application and all information received or maintained
by the department in connection with the ADAP program shall be considered confidential information
in accordance with lowa Code section 141A.9.
These rules are intended to implement lowa Code section 141A.3(1).
[Filed emergency 9/18/87—published 10/7/87, effective 9/18/87]
[Filed 9/26/88, Notice 8/10/88—published 10/19/88, effective 11/23/88]
[Filed emergency 1/11/89—published 2/8/89, effective 1/11/89]
[Filed 11/9/89, Notice 10/4/89—published 11/29/89, effective 1/3/90]
[Filed emergency 1/10/90—published 2/7/90, effective 1/10/90]
[Filed emergency 9/28/90—published 10/17/90, effective 10/1/90]
[Filed emergency 11/9/90—published 11/28/90, effective 11/9/90]
[Filed 3/15/91, Notice 11/28/90—published 4/3/91, effective 5/8/91]
[Filed emergency 5/10/91—published 5/29/91, effective 6/1/91]
[Filed emergency 3/11/92—published 4/1/92, effective 4/1/92]
[Filed 3/13/92, Notice 2/5/92—published 4/1/92, effective 5/6/92]
[Filed 11/15/93, Notice 8/4/93—published 12/8/93, effective 1/12/94]
[Filed 11/15/93, Notice 9/1/93—published 12/8/93, effective 1/12/94]
[Filed 7/14/94, Notice 6/8/94—published 8/3/94, effective 9/7/94]
[Filed 7/11/97, Notice 6/4/97—published 7/30/97, effective 9/3/97]
[Filed 9/18/98, Notice 7/15/98—published 10/7/98, effective 11/11/98]
[Filed 9/10/04, Notice 8/4/04—published 9/29/04, effective 11/3/04]
[Filed emergency 1/9/08—published 1/30/08, effective 1/9/08]
[Filed 3/13/08, Notice 1/30/08—published 4/9/08, effective 5/14/08]
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CHAPTER 12
APPROVAL OF CONFIRMATORY LABORATORIES FOR
PRIVATE SECTOR DRUG-FREE WORKPLACE TESTING

641—12.1(730) Purpose. The purpose of this chapter is to describe the procedures that a laboratory
must follow to receive approval by the department to conduct confirmatory testing of samples for the
detection of alcohol or other drugs, or their metabolites, in employees or prospective employees.

641

12.2(730) Definitions. For the purpose of these rules, the following definitions shall apply:

“Alcohol” means ethanol, isopropanol, or methanol.

“Alcohol or drug testing” means analysis of a sample for the purpose of detecting the presence or
absence of alcohol or other drugs, or their metabolites, in the sample tested.

“CLIA” means Clinical Laboratory Improvement Amendments of 1988.

“CMS” means Centers for Medicare and Medicaid Services. CMS is the federal agency responsible
for implementing and administering CLIA regulations.

“Confirmatory test” means a test for alcohol or other drugs, or their metabolites, using a testing
method as stipulated in rule 641—12.9(730), “Confirmatory testing.”

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Drug” means a substance considered a controlled substance and included in Schedule I, 11, IIT, TV,
or V under the federal Controlled Substances Act, 21 U.S.C. Subsections 801 et seq.

“Employee” means a person in the service of an employer in this state and includes the employer and
any chief executive officer, president, vice president, supervisor, manager, and officer of the employer
who is actively involved in the day-to-day operations of the business.

“Employer” means a person, firm, company, corporation, labor organization, or employment agency,
which has one or more full-time employees employed in the same business, or in or about the same
establishment, under any contract of hire, express or implied, oral or written, in this state. “Employer”
does not include the state, a political subdivision of the state, including a city, county, or school district,
the United States, the United States Postal Service, or a Native American tribe.

“GC/MS’” means gas chromatography/mass spectrometry.

“Laboratory” means a facility inside or outside the state of lowa approved to conduct confirmatory
testing of samples for the detection of alcohol or other drugs, or their metabolites.

“Medical review officer” means a licensed physician, osteopathic physician, chiropractor, nurse
practitioner, or physician assistant authorized to practice in any state of the United States, who is
responsible for receiving laboratory results generated by an employer’s drug or alcohol testing program,
and who has knowledge of substance abuse disorders and has appropriate medical training to interpret
and evaluate an individual’s confirmed positive test result together with the individual’s medical history
and any other relevant biomedical information.

“Prospective employee” means a person who has made application, whether oral or written, to an
employer to become an employee.

“Sample” means such sample from the human body capable of revealing the presence of alcohol
or other drugs, or their metabolites. However, “sample” does not mean blood except as authorized
pursuant to lowa Code subsection 730.5(7), paragraph “L ” For the purpose of these rules, the substances
determined by the department to be samples from the human body capable of accurately and reliably
revealing the presence of alcohol or other drugs, or their metabolites, are urine, breath, blood, and saliva.

“Specimen” means a part taken from a sample to determine the character of the whole sample.

“UHL” means university (state) hygienic laboratory.

641—12.3(730) Powers and duties. The department shall be responsible for the following actions:
12.3(1) Processing applications from laboratories requesting approval to conduct confirmatory
testing pursuant to lowa Code subsection 730.5(7), paragraph “e.”
12.3(2) Developing an application package.
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a. The package shall be provided to all laboratories requesting approval to conduct confirmatory
testing for alcohol or other drugs, or their metabolites.

b.  The package shall contain application procedures, a copy of lowa Code section 730.5, a copy
of these administrative rules, a standardized application form and a self-inspection questionnaire.

c. The self-inspection questionnaire shall assist the department in assessing the quality of a
laboratory’s performance as a confirmatory testing laboratory. This questionnaire will comprise the
major but not the sole objective criteria used during the initial on-site inspection when conducted by
the UHL.

d. The package shall be available upon request from the lowa Department of Public Health,
Division of Health Protection, Private Sector Drug Testing Program, Lucas State Office Building, Des
Moines, Iowa 50319-0075.

12.3(3) Reviewing each application submitted and determining the adequacy for approval.

12.3(4) Designating the UHL to conduct an on-site inspection of each approved confirmatory
laboratory at least once every two years. Inspection may be waived by the director if the laboratory has
been inspected and accredited for forensic urine drug testing by the College of American Pathologists,
or if the laboratory has been inspected and certified, licensed, or approved to conduct confirmatory
testing by another state whose requirements are at least equal to lowa’s.

12.3(5) Maintaining and providing upon request an updated list of all approved confirmatory
laboratories.

12.3(6) Providing written notice of approval and assigning an expiration date.

641—12.4(730) Application procedures and requirements. Laboratories desiring to conduct
confirmatory testing for lowa’s employers shall apply to the department for approval. Each laboratory
requesting lowa approval to conduct confirmatory testing shall provide the following to the department:

12.4(1) A completed laboratory survey checklist on a form provided by the department.

12.4(2) A completed self-inspection questionnaire provided by the department that includes:

a. A list of alcohol or other drugs, or their metabolites, being tested.

b.  Copies of the two most recent and relevant graded proficiency test reports from a recognized
proficiency testing program.

c.  Personnel qualifications for all staff involved in the technical and administrative management
of the alcohol or drug testing laboratory.

d.  Copies of the forms used to report test results.

e.  Chain of custody protocols and copies of the chain of custody forms used.

£ Sample collection procedures.

g.  Confirmation procedures.

12.4(3) Proof of enrollment in a recognized proficiency testing program. Recognized programs
include those approved by CMS.

12.4(4) Acceptable performance over a 12-month period in all appropriate areas of proficiency
testing for alcohol or other drugs, or their metabolites, shall be documented and maintained on an
ongoing basis. Acceptable performance is as follows:

a. Initial approval shall require at least 80 percent accuracy in the last two graded proficiency test
cycles with no false positive results.

b.  Renewal shall require at least 80 percent accuracy each year on graded proficiency surveys with
no false positive results.

641—12.5(730) Requirements of laboratory personnel involved in confirmatory testing for alcohol
or other drugs, or their metabolites.

12.5(1) The laboratory director shall be a pathologist or doctoral level individual who qualifies as a
clinical laboratory director under CLIA regulations.

12.5(2) Supervisors of analysts shall possess at least a bachelor of science degree in chemistry,
medical technology, or comparable education and two years of analytical alcohol or drug testing
experience. Supervisors must also have training in the theory and practice of laboratory procedures
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and an understanding of quality control concepts. Annual verification of the supervisor’s skills must
be documented by the laboratory director.

12.5(3) Analysts shall possess the necessary training and skills for assigned tasks. These individuals
shall possess at least two years of college education in the physical or biological sciences. At a
minimum, analysts shall be graduates of a medical laboratory technician program which is recognized
by the department or have at least two years of college with a minimum of nine semester hours in
chemistry.

12.5(4) Laboratory directors, supervisors and analysts involved in alcohol or drug testing shall
annually complete at least one in-service continuing education program related to alcohol or drug
testing. Continuing education programs include formal training programs where continuing education
units are awarded, informal in-house training programs, and relevant correspondence courses. Dates,
titles and subject matter for each completed course shall be documented and the information shall be
available for review.

12.5(5) The following information about each of the laboratory staff involved in alcohol or drug
testing shall be retained for two years from date of termination and shall be available for review.

a. Résumé of training and experience.

b.  Certificate or license.

c.  Job description.

641—12.6(730) Quality assurance program and procedure manual requirements. All approved
confirmatory laboratories shall have a written quality assurance program and a procedure manual which
encompasses all aspects of the alcohol or drug testing process.

12.6(1) Approved laboratories shall have written procedures for performing alcohol or drug testing
which shall include the following:
Sample acquisition.
Chain of custody.
Sample and report security.
Test performance.
Reporting of results.
 Confidentiality.

12.6(2) The quality assurance program and procedure manuals shall be available for review during
any on-site inspection.

12.6(3) Approved laboratories shall review their performance in each of the above areas every 12
months.

12.6(4) Approved laboratories are responsible for developing the criteria necessary to establish and
maintain an effective quality assurance program for confirmatory testing of alcohol or other drugs, or
their metabolites.
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641—12.7(730) Analytical quality control. The number and position of control specimens tested within
a batch and the number of calibrators used for each batch of specimens shall be consistent with generally
accepted laboratory practice for the methodology used to conduct confirmatory testing.

12.7(1) Positive and negative controls shall be used in testing each batch of specimens.

12.7(2) Procedures shall be implemented and documented to ensure that carryover from a positive
specimen does not contaminate other subsequent specimens in that batch.

12.7(3) Approved laboratories shall develop criteria for the detection and rejection of adulterated
samples.

641—12.8(730) Sample security and confidentiality of test results. Samples and reports must never
be left unattended or unsecured.

12.8(1) Complete chain of custody documentation shall be maintained for each sample from the time
of collection from the employee or prospective employee to the time the sample is discarded. Each time
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the sample is handled or transferred, the individual receiving the sample, the time and date of transfer,
and the recipient or destination of the sample shall be documented.

12.8(2) If the first portion of the sample yielded a confirmed positive test result, the laboratory shall
store the second portion of that sample until receipt of a confirmed negative test result or for a period of
at least 45 calendar days following the completion of the initial confirmatory testing. Urine and blood
samples shall be retained in secure storage at freezing temperatures.

12.8(3) All samples for which a negative test result was reported shall be disposed of within 5
working days after issuance of the negative test result report.

641—12.9(730) Confirmatory testing.

12.9(1) Reports for alcohol shall be confirmed by gas chromatography, or a test that is recognized
by the department as an equivalent test before being reported as positive (or negative).

12.9(2) Reports for drugs or their metabolites, other than alcohol, shall not be issued in the absence
of confirmation by GC/MS or a scientifically equivalent test approved by the department.

12.9(3) Complete chain of custody procedures shall be used for referred samples.

641—12.10(730) Documentation of the confirmatory testing process. The following documents shall
be retained for at least two years and, if requested, made available for inspection.

12.10(1) Chain of custody documentation shall be maintained for each sample tested with the
identification of the sample, the person(s) handling and testing the sample, the storage of the sample,
and the eventual disposal of the sample.

12.10(2) Documents regarding the following: analytical information for each batch assayed;
instrument identification; calibration records; identification of reagent lot numbers and expiration dates;
quality control results; and any other pertinent information.

12.10(3) Copies of proficiency testing results for ongoing monitoring and evaluation of laboratory
performance. Approved confirmatory laboratories inspected by the UHL shall submit copies of
proficiency testing results to the UHL or shall ensure that proficiency testing programs submit copies of
proficiency testing results directly to the UHL on their behalf.

12.10(4) Current procedure manuals must be maintained for all procedures.

12.10(5) An annual review of manuals shall be performed and documented. Alterations and
additions to procedures shall be incorporated into manuals and approved by the laboratory director
before implementation.

641—12.11(730) Reporting of confirmed positive test results to the medical review officer.

12.11(1) Each report shall identify the alcohol or other drugs, or their metabolites, being tested with
the results of positive/negative or detected/nondetected clearly recorded.

12.11(2) Approved confirmatory laboratories shall have available a written summary of the
established sensitivity levels used for the confirmatory tests conducted for alcohol or other drugs, or
their metabolites. However, this information need not be issued with each report.

12.11(3) Approved confirmatory laboratories shall have written procedures for making both written
and telephone reports to the medical review officer.

12.11(4) All test results must be reviewed and signed by the laboratory director, or a qualified
designee, before being reported to the medical review officer.

641—12.12(730) Reporting requirements to department. Pursuant to Iowa Code subsection
730.5(16), approved confirmatory laboratories shall file a report with the department by March 1 of
each year. The address is lowa Department of Public Health, Division of Health Protection, Private
Sector Drug Testing Program, Lucas State Office Building, Des Moines, lowa 50319-0075. The report
for the state of Iowa shall include the number of positive and negative drug or alcohol test results for
the previous calendar year for the following if available to the laboratory:

1. Employees who work in non-safety-sensitive positions,

2. Employees who work in safety-sensitive positions,



IAC 7/2/08 Public Health[641] Ch 12, p.5

Employees during and after completion of drug or alcohol rehabilitation,
Employees as a consequence of reasonable suspicion drug or alcohol testing,
Prospective employees,
As a consequence of federal law or regulation, or by law enforcement,
As a consequence of accident investigation in the workplace,
The types of drugs which were found in the positive drug tests,
9.  All significant available demographic factors relating to the positive test pool, and
10. Total number of positive and negative drug or alcohol test results for the previous calendar year
for all employees and prospective employees who were tested.
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641—12.13(730) Approval, renewal, and inspection fees. At the time of initial application and each
year thereafter, laboratories shall remit to the department a fee in an amount sufficient to reimburse the
department for expenses incurred in administering the confirmatory laboratory approval program. All
fees shall be made payable to the lowa Department of Public Health and are as follows:

12.13(1) Approval. An administration fee of $600 is required for new applications, including
applicants seeking approval through reciprocity.

12.13(2) Renewal. An administration fee of $300 is required to renew laboratory approval.

12.13(3) Inspections by the UHL. Reimbursement for actual on-site inspection and related expenses
shall be assessed to each laboratory after the completion of each inspection. Expenses related to the
on-site inspection shall be reimbursed to the UHL. These expenses shall reflect the actual cost incurred
for personnel time and travel expenses consistent with state of lowa travel reimbursement policies and
procedures. These expenses shall also include the time necessary for UHL inspection staff to:

a. Review the application and related laboratory materials in preparation for the on-site inspection,

b.  Generate the written laboratory report regarding inspection findings,

¢.  Conduct postinspection follow-up activities, if any, and

d. Review proficiency test results on an ongoing basis.

641—12.14(730) Renewal. Laboratory approval to continue confirmatory testing for alcohol or other
drugs, or their metabolites, must be renewed annually. The request for renewal shall include the
following:

1. Name and address of laboratory.

2. Renewal fee.

3. Information that reflects any changes that occurred during the current approval period.

4. Copy of supporting documents if accredited for forensic urine drug testing by the College of
American Pathologists, or if certified, licensed, or approved through reciprocity.

641—12.15(730) Reciprocity.

12.15(1) Confirmatory laboratories certified, licensed, or approved by another state to conduct
testing for alcohol or other drugs, or their metabolites, may request lowa approval through reciprocity
by:

a. Completing and submitting the department’s application package, and

b.  Including a copy of their current certificate, license, or approval document from the state whose
requirements are at least equal to lowa’s.

12.15(2) Laboratories approved through reciprocity that lose their certification, license or approval
from another state shall notify the department within five working days.

641—12.16(730) Changes during approval periods. The following changes that occur during an
approval period shall be submitted to the department within five working days from the date the change
took place:

1. Change in laboratory d